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STATE  MEDICAID  DRUG  FORMULARIES:  COST 
SAVING  MEASURE  OR  SECOND-CLASS  MEDI- 
CINE? 


WED^fESDAY,  JUNE  9,  1993 

House  of  Representatives, 

Human  Resources  and 
Intergovernmental  Relations  Subcommittee 
OF  the  Committee  on  Government  Operations, 

Washington,  DC. 

The  subcommittee  met,  pursuant  to  notice,  at  10  a.m.,  in  room 
2247,  Rayburn  House  Office  Building,  Hon.  Edolphus  Towns  (chair- 
man of  the  subcommittee)  presiding. 

Present:  Representatives  Edolphus  Towms,  Thomas  M.  Barrett, 
Steven  SchifF,  Stephen  Horn,  and  John  L.  Mica. 

Also  present:  Ronald  A.  Stroman,  staff  director;  Brenda  E. 
Pillors,  professional  staff  member;  Kimi  Washington,  clerk;  and 
Martha  B.  Morgan,  minority  professional  staff,  Committee  on  Gov- 
ernment Operations. 

OPENING  STATEMENT  OF  CHAIRMAN  TOWNS 

Mr.  Towns.  The  hearing  will  begin.  About  1.6  milHon  poor  Amer- 
icans are  dependent  on  the  Medicaid  program  to  cover  their  health 
care  costs  and  reimbursements  for  prescription  drugs.  In  1989,  6.7 
percent  of  all  Medicaid  costs,  or  $7.1  bilhon,  were  due  to  payments 
for  prescription  drugs.  As  expenditures  in  the  Medicaid  program 
have  grown  over  the  past  20  years,  States  have  sought  to  imple- 
ment various  cost  containment  measures  to  restrain  Medicaid 
spending  for  prescription  drugs. 

One  of  the  most  popular  of  these  measures  has  been  to  limit  the 
drugs  available  to  the  Medicaid  patient  to  the  one  which  is  the 
least  costly.  These  restrictive  drug  formularies  are  intended  to  pre- 
vent doctors  from  prescribing  costly  drugs.  Today  we  will  consider 
whether  restrictive  formularies  actually  save  money  for  the  Medic- 
aid program,  and  also  whether  they  affect  the  quality  of  health 
care  available  to  Medicaid  patients. 

In  the  past,  concerns  about  patient  care  led  Congress  to  limit  re- 
strictive State  formularies.  This  year's  House  budget  resolution  lift- 
ed those  restrictions  in  response  to  the  administration's  proposal  to 
give  greater  flexibility  to  the  States  in  controlling  Medicaid  costs. 

Several  studies  indicate  that  formularies  mav,  in  fact,  lead  to 
great  expenditures  in  other  areas  of  the  Medicaid  program,  because 
of  increased  hospitalization  and  doctor  visits.  A  study  by  the  Na- 
tional Pharmaceutical  Council  found  that  when  a  drug  formulary 
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was  instituted  in  Louisiana  there  was  a  34  percent  increase  in  the 
number  of  hospitalized  patients  and  a  10.7  percent  increase  in 
their  length  of  stay. 

Researchers  at  Louisiana  State  University  also  found  that  the 
formulary  resulted  in  increased  visits  to  physicians. 

The  subcommittee  is  pleased  to  have  a  number  of  expert  wit- 
nesses who  can  share  with  us  their  views  and  experience  regarding 
the  cost  effectiveness  of  drug  formularies,  as  well  as  the  area  of  pa- 
tient concern.  Before  hearing  from  our  witnesses,  I  would  like  to 
yield  to  my  colleague  for  an  opening  statement.  Congressman 
Schiff  from  New  Mexico. 

Congressman  Schiff,  the  ranking  member. 

Mr.  Schiff.  Thank  you,  Mr.  Chairman. 

I  want  to  congratulate  you  on  selecting  an  extremely  timely  and 
important  subject  for  review  by  this  subcommittee.  As  you  have  ac- 
curately stated,  in  the  Budget  Reconciliation  Act  recently  adopted 
by  the  House  of  Representatives,  there  is  a  change — I  am  tempted 
to  say,  reversal,  that  might  be  a  little  too  strong  a  term,  perhaps 
it  is  not — certainly  a  change  in  Congress'  attitude  toward  the 
States  having  the  ability  to  adopt  drug  formularies. 

I  think  that  the  administration  was  sensitive  to  the  complaints, 
frankly,  by  States,  and  the  cost  to  the  States  of  their  share  of  the 
Medicaid  program,  particularly  because  the  Congress  and  the  Fed- 
eral Government  have  been  relying  for  years  upon  deficit  spending 
to  make  up  differences.  And  by  and  large  States  are  not  able  to  do 
that. 

Nevertheless,  it  is  still  an  important  question  whether 
formularies,  if  adopted,  in  fact,  save  the  money  that  States  main- 
tain they  will  save.  In  addition,  of  course,  the  effect  on  patient  care 
may  well  be  that  if  the  formularies  work  to  lower  the  standard  of 
care — and  I  use  the  word,  if,  I  am  not  certain — but  if  that  is  the 
case,  then  more  physician  visits,  more  hospitalizations  for  patients 
under  Medicaid  will  cost  the  States  and  the  Federal  Government 
more  than  is  saved  through  the  restriction  on  pharmaceuticals. 

So  I  look  forward  to  this  hearing.  I  look  forward  to  hearing  the 
experts  and  their  opinion  on  this  matter.  I  yield  back,  Mr.  Chair- 
man. 

Mr.  Towns.  Thank  you,  very  much,  Mr.  Schiff. 

Let  me  call  our  first  panel.  State  Representative  Armstrong.  I  am 
delighted  to  have  you.  Also  Ms.  Maggio,  and  Mr.  Wells. 

Let  me  say  that  your  entire  testimony  will  be  included  in  the 
record.  If  you  just  could  summarize  within  5  minutes,  it  would  be 
greatly  appreciated.  In  fact,  we  have  a  clock  that  will  help  you  to 
become  aware  of  when  your  5  minutes  are  up. 

So  if  you  would  like  to  start,  Ms.  Maggio. 

STATEMENT  OF  CAROLYN  O.  MAGGIO,  P.D^  EXECUTIVE  DIREC- 
TOR OF  RESEARCH  AND  DEVELOPMENT,  LOUISIANA  STATE 
DEPARTMENT  OF  HEALTH  AND  HOSPITALS  ADMINISTERING 
MEDICAID 

Ms.  Maggio.  Mr.  Chairman,  members  of  the  committee,  my 
name  is  Carolyn  Maggio.  I  am  executive  director  of  research  and 
development  for  Louisiana's  Department  of  Health  and  Hospitals 
which  administers  Medicaid  of  Louisiana.  I  would  like  to  thank  you 


for  inviting  me  to  participate  as  a  witness  regarding  State  Medic- 
aid drug  formularies. 

The  potential  for  restricting  access  to  needed  medications 
through  utilization  of  drug  formularies  is  a  serious  question  which 
has  been  the  subject  of  years  of  research  and  debate.  While 
formularies  appear  to  operate  successfully  within  hospital  and 
HMO  settings,  without  limiting  patient  access  to  needed  medica- 
tion, this  appearance  is  misleading. 

Having  spent  over  25  years  in  the  development  and  administra- 
tion of  Medicaid  at  the  State  agency  level,  I  have  had  the  unique 
opportunity  to  experience  firsthand  both  the  expectations  arising 
from  theoretical  models,  as  well  as  the  realities  of  application  to  di- 
verse groups  of  individuals. 

It  has  been  said  that  diversity  is  our  greatest  asset  and  the  well- 
spring  of  our  strength.  Diversity  is  also  the  critical  issue  in  consid- 
ering the  feasibility  of  drug  formularies.  In  health  care  settings 
where  formularies  work  successfully,  the  physician  has  the  ability 
to  prescribe  outside  the  formularies  based  on  medical  necessity. 
The  diversity  of  the  patient  population  is  included  in  the  equation, 
recognizing  that  a  single  drug  may  work  well  for  one  individual, 
but  provide  little  or  no  benefit  to  another  individual  suffering  from 
the  same  medical  condition. 

The  uniqueness  of  each  individual  includes  personality,  as  well 
as  physiology.  It  is  the  physiological  differences  between  individ- 
uals which  determines  which  drug  will  be  most  beneficial  in  the 
treatment  of  the  medical  condition. 

In  considering  State  formularies  there  are  two  basic  issues  that 
should  be  addressed — the  scope  of  therapeutic  coverage,  and  the 
number  of  drugs  covered  under  each  category.  Where  whole  cat- 
egories of  drugs  are  excluded  from  coverage,  patients  are  denied  ac- 
cess to  the  most  cost  effective  form  of  medical  treatment.  Countless 
hours  of  research  and  study  have  documented  the  health  benefits 
and  cost  effectiveness  of  covering  outpatient  prescription  drug 
treatment. 

Likewise,  where  coverage  within  a  therapeutic  class  is  limited  to 
one  or  two  drugs,  without  provision  for  exceptions  patients  will  also 
be  denied  access  to  the  most  cost  effective  form  of  medical  treat- 
ment. 

Application  of  the  theoretical  construct  on  a  Statewide  basis  cov- 
ering all  medical  services  yields  exceptions  by  the  thousands  which 
cannot  be  controlled  or  administered  as  expeditiously  as  in  a  single 
hospital  setting.  The  single  hospital  setting,  where  a  treating  phy- 
sician can  except  out  of  a  formulary  with  ease  is  not  transftrable 
to  a  Statewide  Medicaid  program. 

Hospitals  and  HMOs  are  driven  by  the  practicing  physician  at 
the  service  delivery  level  which  is  not  directly  transferable  to  a 
public  health  care  coverage  system.  For  example,  most  patients  in 
hospitals  with  restricted  formularies,  as  well  as  HMOs  or  PPOs, 
with  similar  policies  have  the  financial  ability  to  pay  for 
nonformulary  drugs,  if  the  system  does  not  provide  for  a  physician 
override. 

This  option  is  not  generally  available  to  low-income  populations 
served  by  Medicaid.  In  Louisiana  we  have  experienced  restricted 
drug  coverage  of  therapeutic  categories,  as  well  as  restricted  cov- 


erage  of  drugs  within  those  categories.  This  experience  has  led  us 
away  from  formularies  toward  solutions  designed  for  health  care 
coverage  systems  which  I  would  like  to  share  this  morning  with  the 
committee. 

In  the  early  1980's,  Louisiana  developed  a  closed,  restricted  for- 
mulary which  was  designed  to  limit  the  number  of  drugs  within  a 
therapeutic  class.  However,  based  on  a  review  of  savings  and  the 
potential  impact  on  low-income  individuals  and  families,  an  alter- 
nate approach  was  developed. 

Expanding  upon  the  Health  Care  Financing  Administration's 
multiple  source  drug  price  limitations,  Louisiana  developed  the 
largest  State  multiple  source  drug  program  in  the  United  States. 
The  principle  was  similar  to  a  restricted  formulary  in  that  reim- 
bursements were  limited  to  lower  costing  drug  products,  except 
where  the  physician  certified  a  need  for  a  specific  drug  brand  in 
writing.  Without  eliminating  a  single  drug  from  coverage,  pro- 
motion of  lower  priced  products  was  achieved. 

By  the  late  1980's,  this  program  limited  the  reimbursement  of 
virtually  every  multiple  source  drug  product  in  the  market  place 
which  was  covered  by  Medicaid.  The  program  is  still  in  use  today 
in  Louisiana.  I  would  also  note  that  under  this  approach  the  pre- 
scribing physician  has  the  same  control  in  Medicaid  as  in  dealing 
with  a  hospital  formulary.  No  prior  authorization  or  bureaucratic 
red  tape  is  required. 

In  1988,  Medicaid  of  Louisiana  was  charged  with  developing  and 
implementing  a  model  closed  restricted  formulary  to  further  con- 
tain prescription  drug  expenditures.  The  formulaiy  was  developed 
in  conjunction  with  both  medical  schools  in  our  State,  pharmacy 
schools,  as  well  as  physicians  from  various  specialties. 

The  design  of  the  formulary  was  such  that  the  department  had 
great  expectations  of  achieving  the  elusive  goal  of  designing  a  func- 
tional Statewide  formulary.  After  12  months  in  effect,  the  for- 
mulary was  abolished  by  the  State  legislature,  who  prohibited 
Medicaid  formularies  as  a  matter  of  State  law. 

Mr.  Towns.  Right.  Thank  you,  very  much,  Ms.  Maggio,  for  your 
testimony. 

[The  prepared  statement  of  Ms.  Maggio  follows:] 
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Mr.  Chairman,  members  of  the  committee,  my  name  is 
Carolyn  O.  Maggio.  I  am  the  Executive  Director  of 
Research  &  Development  for  the  State  of  Louisiana's 
Department  of  Health  and  Hospitals  which  administers 
Medicaid  of  Louisiana.  I  would  like  to  thank  you  for 
inviting  me  to  participate  as  a  witness  regarding  State 
Medicaid  Drug  Formularies.  The  potential  for  restricting 
access  to  needed  medications  through  utili2ation  of  drug 
formularies  is  a  serious  question  which  has  been  the  subject 
of  years  of  research  and  debate.  While  formularies  appear  to 
operate  successfully  within  hospital  and  HMO  settings 
without  limiting  patient  access  to  needed  medications,  this 
appearance  is  misleading. 

Having  spent  over  25  years  in  the  development  and 
administration  of  Medicaid  at  the  state  agency  level,  I  have 
had  the  unique  opportunity  to  experience  first  hand  both  the 
expectations  arising  from  theoretical  models  as  well  as  the 
realities  of  application  to  diverse  groups  of  individuals.  It 
has  been  said  that  diversity  is  our  greatest  asset  and  the 
wellspring  of  our  strength.  Diversity  is  also  the  critical  issue 
in  considering  the  feasibility  of  drug  formularies. 

In  health  care  settings  where  formularies  work 
successfully,  the  physician  has  the  ability  to  prescribe 
outside  of  the  formulary  based  on  medical  necessity.  The 
diversity  of  the  patient  population  is  included  in  the 
equation,  recognizing  that  a  single  drug  may  work  well  for 
one  individual  but  provide  little  or  no  benefit  to  another 
individual  suffering  from  the  same  medical  condition.  The 
uniqueness  of  each  individual  includes  personality,  as  well 
as  physiology.  It  is  the  physiological  differences  between 
individuals  which  determines  which  drug  will  be  most 
beneficial  in  the  treatment  of  a  medical  condition. 
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In  considering  state  formularies  there  are  two  basic 
issues  which  should  be  addressed:  the  scope  of  therapeutic 
category  coverage  and  the  number  of  drugs  covered  under 
each  category.  Where  whole  categories  of  drugs  are 
excluded  from  coverage,  patients  are  denied  access  to  the 
most  cost  effective  form  of  medical  treatment.  Countless 
hours  of  research  and  study  have  documented  the  health 
benefits  and  cost  effectiveness  of  covering  out-patient 
prescription  drug  treatment.  Likewise,  where  coverage 
within  a  therapeutic  class  is  limited  to  one  or  two  drugs 
without  provision  for:  exceptions,  patients  will  also  be 
denied  access  to  the  most  cost  effective  form  of  medical 
treatment. 

Unfortunately,  the  theoretical  construct  associated  with 
state  formularies  is  that  the  lowest  priced  drug  product 
within  a  therapeutic  category  is  of  equal  value  in  the 
treatment  regimen  as  the  most  expensive  drug  product.  The 
error  in  applying  the  basic  premise  that  drugs  classified  as 
identical,  related,  or  similar  will  produce  the  same  results  in 
the  majority  of  patients  occurs  when  it  is  applied  to  a  patient 
population  of  hundreds  of  thousands.  Application  of  the 
theoretical  construct  on  a  statewide  basis  covering  all 
medical  services  yields  exceptions  by  the  thousands  which 
cannot  be  controlled  or  administered  as  expeditiously  as  in  a 
single  hospital  setting.  The  single  hospital  setting,  where  a 
treating  physician  can  except  out  of  a  formulary  with  ease,  is 
not  transferrable  to  a  statewide  Medicaid  program.  It  is 
important  to  note  that  a  physician  dealing  with  a  hospital 
formulary  can  avoid  the  hospital  or  if  necessary  move  the 
patient  to  another  hospital.  Hospitals  and  HMOs  are  driven 
by  the  practicing  physician  at  the  service  delivery  level 
which  is  not  directly  transferable  to  a  public  health  care 
coverage  system.  For  example,  most  patients  in  hospitals 
with  "restricted  formularies"  as  well  as  HMO's  or  PPO's  with 
similar   policies    have    the    financial    ability    to    pay    for 
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non-formulary  drugs  if  the  system  does  not  provide  for  a 
physician  override.  This  option  is  not  generally  available  to 
low-income  populations  served  by  Medicaid. 

In  Louisiana  we  have  experienced  restricted  coverage 
of  therapeutic  categories  of  drugs  as  well  as  restricted 
coverage  of  drugs  within  categories.  This  experience  has 
led  us  away  from  formularies,  towards  solutions  designed 
for  health  care  coverage  systems  which  I  would  like  to  share 
with  this  committee. 

In  the  early  1980's  Louisiana  developed  a 
closed-restricted  formulary  which  was  designed  to  limit  the 
number  of  drugs  within  each  therapeutic  class  of  drugs 
covered  by  Medicaid.  However,  based  on  review  of  savings 
and  potential  impact  on  low-income  individuals  and 
families,  an  alternative  approach  was  developed.  Expanding 
upon  the  Health  Care  Financing  Administration's  multiple 
source  drug  price  limitations,  Louisiana  developed  the 
largest  state  multiple  source  drug  program  in  the  United 
States.  The  principle  was  similar  to  a  restricted  formulary  in 
that  reimbursement  was  limited  to  lower  costing  drug 
products  except  where  the  physician  certified  a  need  for  a 
specific  drug  brand  in  writing.  Without  eliminating  a  single 
drug  from  coverage,  promotion  of  lower  priced  products  was 
achieved.  By  the  late  1980's  this  program  limited  the 
reimbursement  of  virtually  every  multiple  source  drug 
product  in  the  marketplace  which  was  covered  by  Medicaid. 
This  program  is  still  in  use  today  directly  addressing  the 
issue  of  rational  use  of  prescription  drugs.  I  would  also  note 
that  under  this  approach,  the  prescribing  physician  has  the 
same  control  in  Medicaid  as  in  dealing  with  a  hospital 
formulary.  No  prior  authorization  or  bureaucratic  red-tape  is 
required. 


In  1988  Medicaid  of  Louisiana  was  charged  with 
developing  and  implementing  a  model  closed  restricted 
formulary  to  further  contain  prescription  drug  expenditures. 
The  formulary  was  developed  in  conjunction  with  both 
medical  schools  in  our  state,  the  pharmacy  schools,  as  well 
as  doctors  from  various  specialties  throughout  the  state.  The 
design  of  the  formulary  was  such  that  the  Department  had 
great  expectations  of  achieving  the  elusive  goal  of  designing 
a  functional  statewide  formulary.  After  12  months  in  effect, 
the  formulary  was  abolished  by  the  state  legislature  who 
prohibited  Medicaid  formularies  as  a  matter  of  state  law. 

During  the  year  the  formulary  was  in  effect,  Medicaid 
staff  were  inundated  with  exception  requests  to  allow 
patients  to  receive  drugs  removed  from  coverage,  which 
attending  physicians  documented  were  needed  to  treat 
specific  conditions.  In  practice,  the  restricted  formulary 
transformed  itself  into  a  prior  authorization  system  which 
doctors  and  patients  viewed  as  bureaucratic  "red-tape".  In 
hearings  held  by  the  state  legislature,  patients  complained  of 
deteriorating  health  care  status  and  increased 
hospitalizations  following  implementation  of  the  restricted 
formulary,  despite  coverage  of  identical,  related,  and  similar 
drug  products. 

Following  repeal  of  the  closed  restricted  formulary  the 
Department  has  continued  its  study  and  analysis  of  cost 
containment  methods  which  achieve  the  theoretical  results 
of  a  closed  restricted  formulary.  Currently,  Louisiana  is 
enhancing  and  expanding  its  Drug  Utilization  Review 
program  in  an  effort  to  assist  participating  physicians  and 
pharmacies  in  improving  the  quality  of  care  while 
eliminating  duplicative  and  unnecessary  drug  treatments. 
We  have  implemented  prospective  drug  utilization  review 
protocols  which  will  be  further  enhanced  over  the  next  three 
to  five  years  based  on  actual  experience  and  practitioner 
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recommendations.  We  have  also  implemented  mandatory 
patient  counseling  for  all  prescriptions  issued  in  the  state 
regardless  of  payor  to  further  expand  the  practice  of 
professional  review  of  prescribed  drugs  for  appropriate 
utilization  in  each  patients  treatment  regimen. 

We  believe  a  prospective  drug  utilization  review 
program  offers  the  best  practical  solution  to  further 
containing  drug  cost  through  utilization  of  the  most  effective 
treatment  regimen. 

In  conclusion,  Louisiana  has  addressed  the  issue  of 
restricted  formularies  and  determined  from  experience  that 
formularies  are  functional  only  when  balanced  by  a 
practitioner  veto.  We  have  found  that  alternative 
approaches  which  support  and  supplement  health  care 
practitioners  are  more  effective  in  containing  cost  than  the 
development  of  bureaucratic  processes. 
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Mr.  Towns.  Let  me  point  out  that  when  the  red  light  comes  on, 
that  means  stop.  Representative  Armstrong. 

STATEMENT  OF  JOE  ARMSTRONG,  TENNESSEE  STATE 

LEGISLATOR 

Mr.  Armstrong.  Thank  you,  Mr.  Chairman,  and  Congressman 
SchifF,  and  members  of  the  subcommittee.  I  am  Joe  Armstrong,  a 
member  of  the  House  of  Representatives  from  the  State  of  Ten- 
nessee. Also  I  am  chairman  of  the  Allied  Health  Subcommittee,  and 
I  also  serve  as  Secretary  of  the  Health  Subcommittee  of  the  Na- 
tional Black  Caucus  of  State  Legislators,  which  unite  over  550  Afri- 
can-American legislatures  across  the  countiy. 

And,  as  a  matter  of  fact,  20  members  of  the  Congressional  Black 
Caucus  are  former  members  of  the  National  Black  Caucus  of  State 
Legislators. 

We  have  gone  on  record  against  restrictive  drug  formularies.  And 
in  several  States  we  have  passed  resolutions  and  we  have  resolu- 
tions pending  in  other  States  that  are  against  restrictive  drug 
formularies  and  prior  authorization. 

For  the  record,  I  would  like  to  include  a  resolution  by  Louisiana 
State  Senator  Charles  Jones,  as  a  matter  of  record.  It  was -a  resolu- 
tion that  was  recently  passed  as  of  June  1. 

Mr.  Towns.  Without  objection,  it  will  be  included  in  the  record. 

Mr.  Armstrong.  Like  I  said,  I  am  here  on  behalf  of  the  members 
to  strongly  urge  you  to  reject  the  administration's  proposal  to  re- 
peal prohibitions  against  restrictive  drug  formularies  in  the  State 
Medicaid  program.  We  also  plead  with  you  to  remove  the  loophole 
of  the  1990  Budget  Act  that  allowed  institute  prior  authorization 
systems  for  Medicaid  medicine. 

NBCSL  and  its  membership  have  heavily  been  involved  with 
Medicaid  prescription  drug  programs  in  the  States,  and  District  of 
Columbia  for  many  years.  We  have  seen  firsthand  the  suffering  of 
restricting  Medicaid  patients'  access  to  essential  prescription  drugs. 

And  for  years  we  have  spoken  out  on  Capitol  Hill  and  in  our 
State  of  oppositions  to  formularies  and  prior  authorization.  I  must 
point  out  the  fact  that  such  restrictive  programs  perpetuate  a  sys- 
tem of  injustice  and  inequality  long  discriminated  against  people  of 
color. 

Formularies  divide  our  citizens  into  two  classes  with  different 
rules;  one  set  for  the  rich,  one  set  for  the  poor.  The  poor  are  left 
out  in  the  cold  when  it  comes  to  access  of  life-giving  medicines. 
How  does  a  formulary  operate?  In  efforts  to  cut  costs  at  the  ex- 
pense of  poor  and  disenfranchised.  State  governments  often  specify 
the  least  quality  generic  drugs  that  can  be  available  for  those  on 
Medicaid. 

As  you  know,  Mr.  Chairman,  the  cheapest  drugs  are  not  oflen 
the  most  effective,  so  that  the  poor  sometimes  get  the  cheap,  sorne- 
times  ineffective  medicine,  while  others,  elsewhere,  get  the  quality 
drug.  And  this  ball  lands  most  heavily  on  the  people  who  are  less 
fortunate — the  children,  women,  and  senior  citizens  which  make  up 
about  73  percent  of  our  Medicaid  population. 

I  believe  this  is  an  issue  that  is  more  imperative  than  our  strug- 
gle for  justice,  and  decency.  Just  because  you  were  bom  poor  does 
not  mean  that  you  should  be  denied  access  to  medical  care.  We 
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urge  you  to  reject  not  only  the  administration's  proposal  to  permit 
formularies  but  to  act  aflfirmatively  to  close  a  loophole  in  the  1990 
Omnibus  that  permitted  some  States  to  abuse  the  Medicaid  proc- 
ess. 

As  a  legislature  in  the  State  that  uses  prior  authorization,  I  can 
assure  you  that  this  loophole  has  been  a  gaping  hole  in  the  societal 
safety  net.  The  State  has  only  one  concern  and  that  is  to  save 
money  on  paper,  and  at  the  terrible  cost  to  many  who  are  poor, 
sick,  and  elderly — truly  the  most  vulnerable  of  people. 

Mr.  Chairman,  as  you  can  recall  upon  passage  of  OBRA  in  1990, 
the  Honorable  Louis  Sullivan  wrote  to  each  of  the  country's  Gov- 
ernors stating  to  make  it  clear  that  the  intent  of  the  legislation  was 
not  to  restrict  access.  Unfortunately,  that  has  happened. 

The  pharmaceutical  companies  are  now  paying  about  $6.5  billion 
in  Medicaid  rebates  over  5  years  as  a  result  of  OBRA — twice  the 
level  of  rebates  projected  by  the  Congressional  Budget  Office,  dur- 
ing those  debates  in  1990.  Now,  it  is  time  to  expand  Medicaid  ac- 
cess to  prescription  drugs,  not  contract  it. 

By  restricting  the  choice  of  medicines  available  for  Medicaiid,  all 
we  are  doing  is  allowing  State  bureaucrats  to  second-guess  physi- 
cians, tying  up  physicians  with  red  tape  and  delaying  and  denying 
medicines  to  people  who  are  suffering. 

Meanwhile,  the  cost  of  health  care  soars  out  of  control — in  Ten- 
nessee, our  own  Medicaid  budget  has  tripled  since  1987 — as  pa- 
tients have  been  denied  access  to  care. 

In  conclusion,  I  ask  that  as  a  member  of  the  National  Black  Cau- 
cus State  Legislators,  that  we  ask  that  you  reject  any  attempts  to 
propose  restrictive  formularies  and  prior  authorization.  You  know, 
our  President  talked  about  putting  people  first,  and  bringing  us  to- 
gether. I  think  that  he  has  been  getting  some  bad  advice  from  his 
advisors  on  this  particular  issue. 

I  thank  you,  Mr.  Chairman  Towns,  and  I  thank  you.  Congress- 
man SchifF. 

Mr.  Towns.  Thank  you.  Representative  Armstrong. 

[The  prepared  statement  of  Mr.  Armstrong  follows:] 
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THE  HONORABLE  JOE  ARMSTRONG 

TENNESSEE  STATE  LEGISLATOR 
AND 
SECRETARY  OF 
THE  NATIONAL  BLACK  CAUCUS  OF  STATE  LEGISLATORS 

BEFORE  THE 
SUBCOMMITTEE  ON  HUMAN  RESOURCES  P:MD    INTERGOVERNMENTAL 

RELATIONS 

COMMITTEE  ON  GOVERNMENT  OPERATIONS 

UNITED  STATES  HOUSE  OF  REPRESENTATIVES 

JUNE  9,  1993 


Chairman  Towns  and  honorable  members  of  this  Subcommicr.ee. 

I  am  Joe  Armstrong,  a  member  of  the  House  of 
Representatives  from  the  state  of  Tennessee  and  Chairman  of  that 
body's  Committee  en  Allied  Health  Subcommittee.  I  am  also 
Secretary  of  the  Health  Committee  of  the  National  Black  Caucus 
of  State  Legislators  (NBCSL) ,  which  unites  over  550 
African-American  state  legislators  to  advance  the  interests  of 
the  constituencies  we  represent  both  nationally  and  at  the  state 
level.  Twenty  members  of  the  Congressional  Black  Caucus  are 
former  members  of  NBCSL. 

We  have  gone  on  record  against  restrictive  drug  formularies 
and  prior  authorization  and  resolutions  to  that  effect  have  been 
passed  in  several  states  and  are  pending  in  others.  For  the 
record  I  would  like  to  include  a  resolution  by  Louisiana  State 
Senator  Charles  Jones. 
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ARMSTRONG — 2 
I  am  here  on  behalf  of  our  memJDers  to  strongly  urge  you  to 
reject  the  Administration  proposal  to  repeal  the  prohibition 
against  restrictive  drug  formularies  in  state  Medicaid  programs. 
We  also  plead  with  you  to  remove  the  loophole  m  the  19S0  budget 
act  that  allows  states  to  institute  prior  authorization  systems 
for  Medicaid  medicines. 

NBCSL  and  its  member  state  legislators  have  been  heavily 
involved  in  the  issues  of  .Medicaid  prescription  drug  programs  in 
the  states  and  the  District  of  Columbia  for  niany  years.  We  have 
seen  firsthand  the  human  suffering  that  results  from  restricting 
Medicaid  patient  access  to  essential  prescription  drugs.  And  for 
years  we  have  spok.en  out  on  Capitol  Hill  and  m  our  states  in 
opposition  to  formularies  and  prior  authorization. 

As  an  African  American,  I  must  point  out  that  such 
restrictive  programs  perpetuate  a  system  of  injustice  and 
inequality  that  has  long  discriminated  against  people  of  color. 
Formularies  divide  our  citizens  into  two  classes,  with  different 
rules:  One  set  for  the  rich,  and  another  set  for  the  poor.  The 
poor  are  left  out  in  the  cold  when  it  comes  to  access  to  life- 
giving  medicines. 
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ARMSTRONG — 3 

How  does  a  formulary  system  operate?  In  their  efforts  to 
cut  costs  at  the  expense  of  the  poor  and  the  disenfranchised, 
state  governments  often  specify  that  only  the  least-quality 
generic  drugs  can  be  made  available  to  those  on  Medicaid.  As  you 
:<now,  Mr.  Chairman,  the  cheapest  drugs  often  are  not  the  most 
effective.  So  the  poor  get  the  cheap,  ineffective  medicine, 
while  everyone  else  gets  the  quality  drugs.  And  the  blow  lands 
most  heavily  on  less  fortunate  children,  women  and  senior 
citizens . 

I  believe  this  issue  is  a  moral  imperative  in  our  strruggle 
for  justice  and  decency.  Just  because  you  were  born  poor  doesn't 
mean  you  should  be  denied  access  to  proper  medical  care. 

We  urge  you  not  only  to  reject  the  Administration  proposal 
to  permit  formularies,  but  to  act  affirmatively  to  close  the 
loophole  in  the  1990  OBRA  that  has  permitted  some  states  to 
abuse  the  Medicaid  process.  As  a  legislator  in  a  state  that  uses 
prior  authorization,  I  can  assure  you  that  this  loophole  has 
become  a  gaping  hole  in  our  social  safety  net.  The  state  has 
only  one  concern  —  to  save  money  on  paper.  But  in  the  process. 
It  is  exacting  a  terrible  human  cost  to  many  who  are  poor,  sick 
and  elderly  —  truly,  to  the  most  vulnerable  of  our  people. 
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ARMSTR0NG--4 

Mr.  Chairman,  you  may  recall  that  upon  passage  of  OBRA,  the 
Honorable  Louis  Sull:ivan,  M.D.,  wrote  to  each  of  the  country's 
governors  to  make  it  clear  that  OBRA  was  intended  to  expand 
rather  than  restrict  access.  Unfortunately,  that  has  not 
happened. 

The  pharmaceutical   companies   are   now  paying   some   S6.5 

billion   in  Medicaid  rebates  over  five  years  as  a  result  of  OBRA 

twice   the   level   of   rebates   projected  by  the  Congressional 

Budget  Office   during  the  1990  debate.  Mow  is  the  time  to  expand 

Medicaid  access  to  prescription  drugs,  not  to  contract. 

By  restricting  the  choice  of  medicines  available  to  treat 
Medicaid  patients,  all  we  are  doing  is  allowing  bureaucrats  to 
second-guess  physicians,  tying  up  physicians  in  red  tape,  and 
delaying  or  denying  medicines  to  people  who  are  suffering. 

Meanwhile,  the  cost  of  health  care  soars  out  of  control  — 
Tennessee's  own  Medicaid  budget  tripled  between  1987  and  1993  — 
as  patients  denied  access  to  medicines  end  up  in  hospitals  or 
nursing  homes. 
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ARMSTRONG- -5 

All  Americans  want  to  see  health  care  become  more 
affordable,  but  not  at  the  cost  of  sacrificing  the  quality  of 
care  they  receive.  That  is  why  the  National  Black  Caucus  of 
State  Legislators  and  its  member  legislators  across  the  U.S. 
urge  you  to  reject  any  attempt  to  impose  restrictive 
formularies,  and  to  take  positive  action  to  close  the  loophole 
that  permits  prior  authorization. 

Our  President  has  often  talked  of  "putting  people  first" 
and  "bringing  us  together."  But  he  has  received  some  bad  advice 
on  this  issue  from  his  advisers.  We  are  counting  on  you,  Mr. 
Chairman  and  esteemed  members  of  this  panel,  to  show  him  the 
error  of  his  ways. 

Thank  you  again  for  your  consideration  of  our  views. 
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Mr.  Towns.  Mr.  Wells. 

STATEMENT  OF  JERRY  F.  WELLS,  DIRECTOR,  FLORIDA  STATE 

MEDICAID  OFFICE 

Mr.  Wells.  Mr.  Chairman,  and  members  of  the  committee, 
thank  you.  I  will  try  and  beat  the  light.  The  question  posed 

Mr.  SCHIFF.  Excuse  me,  Mr.  Wells,  I  would  interrupt  to  reiterate 
the  point,  I  believe  the  chairman  made,  that  everyone's  complete 
written  testimony  will  be  made  a  permanent  part  of  this  hearing. 
So,  even  though  the  time  is  restricted,  your  full  comments  will  be 
a  part  of  the  record. 

Mr.  Wells.  Thank  you. 

Mr.  ScHiFF.  Excuse  me,  Mr.  Wells. 

Mr.  Wells.  The  question  posed  in  the  letter  that  invited  us  here 
was  whether  formularies  can  function  as  effectively  in  the  Medicaid 
program  as  they  do  in  hospitals  and  HMO  settings.  I  believe  the 
answer  to  this  is  affirmative  and  I  believe  that  prohibition  of 
formularies  result  in  alternative  cost  containment  strategies  such 
as  service  limit  caps  imposed  in  a  number  of  States,  that  poten- 
tially deny  access  to  health  care  completely. 

I  will  skip  the  statistics  on  Medicaid  and  the  expenditures  in 
Florida  since  the  chairman  did  address  the  increase  in  the  cost  of 
drugs.  As  a  result  of  OBRA-90  requirements  drug  therapies  are 
now  covered  by  Medicaid  regardless  of  cost  or  budget  appropriation 
in  the  State.  The  OBRA  1990  legislation  clearly  precludes  States 
from  developing  formularies. 

It  does  allow  States  to  establish  a  prior  authorization  program  as 
long  as  certain  criteria  are  followed  that  includes  24-hour  approval. 

Florida  Medicaid  is  currently  in  the  process  of  expanding  its 
prior  authorization  program  which  has,  an  effect,  similar  to  a  Med- 
icaid formulary,  but  I  don't  know  that  prior  authorization  is  the 
best  answer  for  all  States. 

Medicaid  program  provides  services  to  a  wide  variety  of  recipi- 
ents, old  and  young,  rural  and  urban,  in  a  wide  variety  of  settings. 
The  probability  of  an  HMO-like  very  restrictive  formulary  being  de- 
veloped in  today's  climate  I  don't  think  is  probable  or  likely.  But 
that  doesn't  mean  that  there  is  no  place  for  formularies  in  State 
Medicaid  programs. 

I  would  point  out  that  all  third-party  payer  prescription  drug 
programs,  including  Federal  employees'  and  State  employees' 
plans,  utilize  a  formulary.  The  Federal  employee  plan  even  goes  be- 
yond a  generic  substitution  formulary  and  utilizes  therapeutic  sub- 
stitution in  their  mail-order  plan. 

In  addition,  health  maintenance  organizations,  including  Medic- 
aid HMOs,  routinely  utilize  formularies.  I  don't  know  in  any  of 
these  case  that  there  is  evidence  of  increased  mortality  or  morbid- 
ity as  a  result  of  those  formularies. 

The  legislative  intent  of  OBRA  1990  was  to  increase  patient  ac- 
cess to  needed  prescription  drugs.  And  I  believe  that  was  success- 
ful. It  has  done  that.  However,  by  removing  all  restrictions  to  all 
prescription  drugs,  OBRA  1990  has  increased  the  drug  companies' 
ability  to  enter  the  Medicaid  market  without  any  regard  to  price 
or  cost  competition. 
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Drug  industry  watchers  will  readily  admit  that  9  out  of  10  sup- 
posedly new  drug  products  are  actually  me-too  drugs.  In  other 
words,  compounds  that  are  similar  in  structure  and  activity  to 
drugs  already  on  the  market  and  do  not  offer  significant  thera- 
peutic advantages. 

When  the  FDA  assess  new  products  approved  from  1981  to  1988, 
manufactured  by  the  25  largest  pharmaceutical  companies  in  the 
United  States,  it  found  that  only  12  of  those  384  drugs  were  A- 
rated  drugs;  that  is,  were  considered  to  have  important  therapeutic 
gains.  Of  the  remainder,  328  were  stated  to  offer  little  or  no  thera- 
peutic gain  over  others  on  the  market.  According  to  the  FDA,  they, 
essentially  duplicate  in  medical  importance  and  therapeutic  usage 
one  or  more  already  marketed  drugs." 

There  are  statistics  that  manufacturers  spend  as  much  money  on 
promotion  as  they  do  on  research  and  development.  And  meoical 
continuing  education  is  frequently  sponsored  by  drug  companies. 
That  marketing  effort  is  naturally — and  I'm  not  criticizing  the  drug 
companies;  it's  what  I  would  do — is  naturally  devoted  to  the  latest 
and  newest  and  most  patent-protected  product. 

And  physicians  are  no  different  than  the  rest  of  us.  They  tend 
to  prescribe  and  use  what  they  see  advertised  most  frequently. 
That's  why  we  buy  the  kinds  of  cars  we  buy.  Any  salesman  can  tell 
you  that  promotion  does  get  sales. 

Generic  multisource  drugs  are  simply  not  promoted  even  though 
they  are  in  many  cases  equally  as  effective  as  the  brand  name 
hi^er-priced  product. 

Development  of  a  formulary  that  includes  well-known  and  highly 
effective  drug  therapies,  that  are  now  generically  available,  will  act 
as  a  promotional  tool  for  those  therapies  and  fill  a  need  that  phar- 
maceutical manufacturers,  sales  promotional  efforts  cannot  fill. 
Formularies  do  change  prescribing  habits.  And  the  presence  of  a 
formulary  motivates  pharmaceutical  manufacturers  to  negotiate 
lower  prices.  That's  clearly  demonstrated  with  what's  going  on  in 
California  and  Florida  today. 

And  I  see  that  the  light  has  run  out.  If  I  can  summarize.  A  well- 
managed  and  carefully  developed  formulary  can  play  a  significant 
role  in  promotion  appropriate  use  of  prescription  drugs  and  State 
programs,  and  it  can  increase  access  to  prescribe  drugs  by  reducing 
waste  and  overuse  and  conserving  limited  resources. 

Thank  you  very  much. 

[The  prepared  statement  of  Mr.  Wells  follows:] 
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Statement  to  SubcomnUtlee  on  Human  Resources  and  Iniergovemmental  Relations  Hearing  June  9,  1993. 
Wulhlngton  DC 

The  question  posed  is  whether  formularies  can  function  as  effectively  in  Medicaid 
programs  as  tftcy  do  in  hospitals  and  HMO  settings.   I  believe  the  anKwer  to  this  is 
affirmative  and  1  believe  prohibition  of  formularies  results  in  altcmaiivc  cost 
containment  strategics  such  as  service  limit  caps  that  potentially  deny  access  to 
healthcare. 

Florida  Medicaid  Overview 

Florida  Medicaid  is  the  third  or  fourth  largest  Medicaid  prograoi  in  the  U.S., 
expending  nearly  $7  billion  dollars  on  health  care  for  1 .6  million  recipients  this  year. 
The  prescribed  drug  benefit  paid  for  over  $343  million  for  15  million  prescriptions 
dispensed  by  3100  pharmacies  to  1.2  million  recipients.  Looked  at  another  way,  one 
Medicaid  prescription  was  filled  in  Florida  every  second  of  every  hour,  for  twelve 
hours  a  day,  every  day  of  the  year.  While  this  is  not  the  biggest  portion  of  our  health- 
care dollar,  the  prescribed  drug  benefit  is  the  most  visible  Medicaid  benefit  and  affects 
the  daily  lives  of  more  recipients  than  any  other  program  within  Medicaid. 

Overall  drug  expenditures  per  recipient  per  year  increased  86%  between  1985 
and  1991 ,  averaging  11  %  per  year  increase.  The  average  cost  of  a  Medicaid 
prescription  now  reaches  $23.00,  almost  double  198S's  average  of  $12.25.  This 
increase  In  average  price  has  occurred  in  q>ite  of  a  mandatory  generic  drug  policy 
implemented  In  1990,  aikl  can  be  largely  attributed  to  the  increase  in  prices  of  newer, 
single-source  drug  products.  Reimbursement  methods  have  not  changed  durhig  diis 
time  period. 

Unlike  many  other  state  Medicaid  programs  and  most  other  third  party 
prescription  plans,  Florida  has  always  used  a  relatively  open  formulary.  Until  1991, 
most  drug  products  were  included  on  the  formulary  and  the  only  drugs  not  covered 
were  those  typically  cxchided  by  third  party  payors  -  over-the-counter  (OTC)  Items, 
laxatives,  acne  preparations,  oral  vitamins,  "DESI  ditigs*  (FDA  rated  less-than- 
efPeclivc),  and  soitk  v^  expensive  therapies  for  which  adequate  budget  had  not  been 
appropriated,  such  as  total  parenteral  nutrition  and  hemophilia  Factor  VUI. 

As  a  result  of  OBRA  90,  requirements,  drug  therapies  arc  now  covered  by 
Medicaid  regardless  of  cost  or  budget  jqjpropriatioa.  The  OBRA'90  legislation  clearly 
precludes  the  states  from  developing  formularies.  It  does,  however,  allow  states  to 
establish  prior  audiorization  programs  as  long  as  certain  criteria  are  followed.  Florida 
Medicaid  is  currently  in  theprocess  of  expanding  its  prior  authorization  program,  This 
program  will  have  me  an  ejflect  similar  to  a  formulary,  but  may  not  be  the  best  aaswer 
for  all  states. 

Medicaid  Formulary  Not  Shnilar  to  HMOs  or  Hospitals 

The  Medicaid  practice  environment  is  too  large  and  too  diverse  to  be 
coraparabie  to  a  hospital  or  a  staff  model  HMO  setting.  A  hospital  is  a  virtually  closed 
"ecosystem'^,  such  tnat  purchases  are  made  from  a  limited  number  of  sources, 
inventory  is  maintained  centrally,  pharmacists  are  paid  staiT,  physicians  are  readily 
accessible  and  prescribing  habits  can  be  conu-oUed    Staff  model  HMO's  are  similarly 
self-contained.  These  organizations  have  thus  been  able  to  develop,  promote,  and 
enforce  their  formularies  to  the  staff  pharmacisis  and  most  of  the  treating  i^ysicjans, 
with  an  high  degree  of  success.  Hcahh  maintenance  organizations  and  hospitals 
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continue  to  use  the  formulary  system  to  scica  one  or  two  drugs  rroro  amongst  an  array 
of  available  "me  too*  products  in  each  thei^wutic  class,  thus  providing  access  to 
medically  necessary  drug  therapies.  This  maintains  some  degree  of  cost  control,  often 
through  the  free  market  concepts  of  purchasing  power  and  competitive  bidding.  An 
IPA  model  HMO  is  usually  broader  in  scope  of  both  members  aod  providers,  and  more 
appropriately  compares  to  Medicaid  programs.  IPA  model  HMO's  also  utilize 
formularies  to  control  costs  as  well  as  permit  effective  drug  use  evaluations  (DUE). 

The  Medicaid  program,  on  the  other  hand,  provides  services  to  such  a  wide 
variety  of  recipients,  old  and  young,  rural  and  urban,  in  seltirigs  ranging  from  county 
public  health  clinics,  to  long-term  care  facilities,  large  retail  chain  drug  stores,  visiting 
nome  nurses,  and  small  community  pharmaciafi,  that  the  implementation  of  a  highly- 
restrictive  "HMO-lilte"  formulary  is  not  probable.  That  docs  not  mean,  however,  that 
there  is  no  place  for  formularies  in  state  Medicaid  programs. 

Appropriate  Management  of  Dniy  Formularies 

1  would  point  out  that  almost  all  third  party  payor  prescription  drug  programs, 
including  federal  and  state  employee  plans,  utilize  a  formulary.  In  addition,  h^th 
maintenance  organizations,  including  Medicaid  HMO's  routinely  utilize  formularies. 
In  none  of  these  cases  has  there  been  evidence  of  increased  mortality  ot  morbidity  as  a 
result  of  drug  formulary  restrictions.  Medicaid  formularies  have,  in  past  cases,  been 
perceived  as  restricting  access,  primarily  due  to  budget  constraints. 

The  legislative  intent  of  OBRA  '90  was  to  increase  patient  access  to  needed 
prescription  drugs  through  the  Medicaid  program.  1  believe  the  legislation  was 
successftil  hi  this  attempt,  However,  by  rcmovhig  all  restrictions  to  ^  prescription 
dnjgR.  OBRA  '90  has  also  hicreased  ihc  dnig  companies'  ability  to  enter  the  Medicaid 
market  without  any  regard  to  price/cost  competition.  Drug  industry  watchers  will 
readily  admit  that  nine  out  of  ten  supposedly  "new"  dru^  products  are  aciualljr  "roe 
too"  cmigs,  in  other  words,  compoimds  that  are  similar  m  structure  and  activity  to 
drugs  already  on  U*e  marJcct  and  that  do  not  offer  significant  therapeutic  advantages.  In 
fact,  when  the  FDA  assessed  new  products  approved  from  1981  to  1988  and 
manufacmred  by  the  25  largest  pharmaceutica)  firms      found  that  only  12  of  384  were 
"A-ratcd",  that  is,  were  "important  therapeutic  gains.  Of  the  remainder,  328  were 
stated  to  offer  little  or  no  thcn5>euiic  gain  over  others  on  the  niarket.  According  to  the 
FDA,  they  "essentially  duplicate  in  medical  importance  and  therapeutic  usage  one  or 
more  already  marketed  drugs." 

While  it  can  be  argued  that  Medicaid  patients  deserve  access  to  necessary  drug 
therapy  and  to  be  free  from  arbitrary  restrictions  imposed  by  the  programs,  there  is  no 
logical  argument  that  can  extend  this  need  for  access  to  every  single  product  on  the 
drug  market.  Requiring  state  Medicaid  formularies  to  include  airtherq)eutic  classes  is 
simply  not  the  same  as  requiring  state  Medicaid  to  pay  for  all  drugs  within  all 
therapeutic  classes,  regardless  of  price  or  relative  effectiveness.  Several  therapeutic 
classes  of  drugs  are  so  crowded  with  "me-too"  producu,  that  formularies  can  provide 
significant  savings  to  the  Medicaid  programs  without  signifteant  impact  on  recipient's 
access  or  adv»sely  affecting  therapeutic  outcomes. 

The  same  logic  concerning  "me  too"  drugs  vs.  new  chemical  entities  also 
applies  to  the  OBRA' 90  requirement  that  all  "newly  approved"  drugs  enjoy  a  six  month 
period  of  Medicaid  coverage  without  restrictions,  or  prior  authorization  requirements  of 
any  kind.  While  this  appears  to  allow  Medicaid  recipients  immediate  access  to  the 
latest  therapeutic  breakthroughs,  without  waiting  for  Medicaid  fonmuhuy  committees  to 
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meet,  discuss,  and  make  such  decijions,  it  has  resulted  In  the  dnijj  industry's  Immcdlato 
•ccess  to  the  largest  single  purchaser  of  prescription  drugs  without  competing  on  price 
or  crfcciivcnc«s.    Again,  nine  out  of  ten  newly  approved  drugs  offer  no  slgnifkanl 
therapeutic  advantage  over  currently  marketed  therapies.   This  provision  of  OBRA'90 
should  be  revised  to  require  coverage  onlv  for  new  produclii  JtHermined  by  PDA  to 
represent  "important  therapeutic  gauu"  (A-raied  drugs). 

Marketing  of  Pharmaceuticals 

It  h«s  been  claimed  that  U.S.  drug  manufacturers  spend  as  much  money  on  drug 
product  promotion  as  they  do  on  research  and  development.   Doctor's  offices  and 
medical  journals  arc  full  of  promotional  materials  and  expensive  multi-page 
advertisements.   Medical  continuing  education  is  frequently  sponsored  by  drug 
companies  promoting  a  new  product.   All  of  this  maiiccting  cifort  is  naiunlly  devoted 
to  the  latest,  newest,  inost-patent-pruicctcd  product  ~  smart  business  sense  dlciaics  this. 
However,  once  a  product  goes  "on-pateat"  or  is  available  in  tt»c  generic  market,  or 
merely  begins  to  age  a  little,  the  lacK  of  manufacturer  promotion  should  not  be 
inleTpreted  as  if  the  product  has  lost  its  effectiveness.   Rather,  the  promotional  efforts 
no  longer  provide  an  adequate  return  on  investment. 

Prcscribcre,  however,  tend  to  prescribe  what  is  promoted  most  —  any  salesman 
can  agree  with  this.  Generic  or  muld-souice  produas  arc  simply  not  promoted. 
Developing  a  formulary  that  includes  well-known  and  hiyhlv  effective  druc  therapies 
that  are  now  genetically  available  will  act  as  a  promotional  tool  for  those  merapies, 
thus  filling  a  need  that  the  phannaccutical  manufacturers'  salesmen  caimot  fill. 
PormulaTies  do  change  prescribing  habits  and  the  presence  of  a  formulary  motivates 
pharmaceutical  manufacturers  to  negotiate  lower  prices.   This  is  clearly  dcmonsliaicd 
by  the  current  negotiations  between  oianufaciurers  and  the  state  Medicaid  programs  in 
both  California  and  Florida  who  plan  prior  authorization  restrictions  if  lower  costs  are 
not  provided. 

Phannacv  Support  for  Formularies 

Frequently,  Medicaid  staff  meets  with  provider  groups  to  discuss  current  and 
Ajture  program  policies.  During  every  meeting,  and  at  pharmacy  conventions 
throughout  the  state,  pharmacistii  consistently  want  to  know  why  Medicaid  does  not 
establish  a  formulary.  Pharmacists,  the  prorcsKiorals  on  the  front-line  every  dav,  the 
providers  whose  inventory,  budget  and  income  is  often  dependent  upon  Medicaid 
policies,  simply  are  tired  of  seeing  Medicaid  recipicnU  treated  at  the  emergency  room 
for  a  sore  throat  with  a  $120  antibiotic,  while  cldcily  Medicare  bencnclaries  must  rely 
on  Social  Security  checks  lo  pay  for  chronic  Ufe-saviM  medications,  or  while  low- 
wage  workers  struggle  to  pay  for  their  child's  $1S  antibiotics.  They  realize,  more  than 
any  other  provider  group,  that  as  health  care  programs  cover  more  and  more  of  the 
population  with  mandatory  prescription  drug  coverage,  more  of  the  $120  antibiotics 
will  be  dispensed  unless  restrictive  formularies  can  be  implcrrkented,   The  pharmacists 
do  not  view  formularies  as  a  restriction  tn  access,  but  as  implementation  of  responsible 
cost-savir^s  program,  designed  to  increase  overall  access  by  conserving  limited 
resources.  In  addition,  t^iannaclnit  generally  view  formularies  as  a  way  to  achieve  tlic 
mandatory  prescription  beneru  versus  ao  drug  coverage  at  all. 
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SUMMARY 

In  summary,  a  well-managed  and  carefully  developed  formulary  can  play  a 
.  significant  role  In  promoting  apprupriale  use  of  prescription  drugs  in  state  Rx 
programs.  It  can  be  used  to  counter  prumoiional  tactics  of  drag  manufacturers,  to  re- 
educate or  remind  physicians  of  alternative,  cost-effective  therapies.  It  can  be  used  to 
encourage  cost  consciousness  among  phannaccuticai  manufacturers,  without  the 
arbitrary  burden  of  price  controls.  It  can  be  used  to  Increase  access  to  prescribed  drugs 
by  reducing  waste  and  overuse  and  conserving  limited  resources  for  needed  medical 
care. 


25 

Mr.  Towns.  Thank  you  very  much. 

And,  of  course,  you  can  see  we  have  been  joined  by  Mr.  Horn  of 
California.  And  as  I  speak,  we  have  also  been  joined  by  Mr.  Mica 
of  Florida,  who  is  also  coming  in. 

Let  me  begin  by  first  saying  that  we  are  not  here  today  just  to 
talk  about  how  Medicaid  has  been  a  failure. 

In  New  York  State,  most  of  the  physicians  will  not  take  Medic- 
aid. They  just  don't  want  to  be  bothered  with  it  at  all. 

What  impact  did  the  presence  of  a  formulary  system  have  on  the 
willingness  of  physicians  to  treat  Medicaid  patients  in  your  State, 
Ms.  Maggio? 

Ms.  Maggio.  It  has  made  them  reluctant  to  treat  the  Medicaid 
patients.  And  that  is  part  of  the  flack  that  we  received  when  we 
went  to  the  restricted  formulary  because  they  could  not  prescribe 
what  they  thought  to  be  the  best  medication  needed  for  the  treat- 
ment of  that  patient.  And,  of  course,  as  the  treating  physicians, 
they  felt  that  they  were  responsible  for  the  outcome  of  the  patients' 
treatments.  So  we  had  an  uprising,  if  you  will,  among  the  physi- 
cian groups  there. 

Mr.  Towns.  Mr.  Armstrong,  you  indicated  that  the  black  elected 
officials  have  taken  a  position  on  this.  What  sort  of  led  to  that? 

Mr.  Armstrong.  Well,  from  experience,  what  had  happened  in 
other  States,  we  had  been  studying  this  problem  across  because  all 
of  us  are  faced  with  the  restrictive  and  prior  authorization. 

As  a  group,  the  National  Black  Caucus,  as  State  legislators,  some 
years  ago  had  passed  a  resolution  in  an  effort  to  make  it  known 
nationally.  We  have  taken  it  upon  ourselves  to  pass  resolutions 
within  the  State.  We  found  that  it  is  just  another  burden,  another 
set  of  red  tape,  when  it  comes  to  Medicaid. 

And  as  you  mentioned,  we  have  the  same  problem  in  Tennessee 
and  all  across  the  country  about  doctors  accepting  Medicaid.  And 
when  you  go  to  a  formulary,  in  Tennessee  they  can  only  prescribe, 
give  seven  prescriptions  per  month.  And  when  you  limit  a  for- 
mulary, some  medicines  contain  two  or  three  ingredients  that  will 
take  care  of  one  illness.  We  find  that  we  are  paying  out  a  lot  more 
in  the  long  run  when  we  restrict  it  as  such. 

Mr.  Towns.  Thank  you. 

Mr.  Wells,  you  used  the  term  twice,  "In  some  cases  they  are  as 
effective."  That  can  have  some  feelings  in  terms  of,  here,  as  to 
whether  or  not  as  to  how  committed  you  are. 

But,  anyway,  let  me  ask  this  question:  We  will  hear  testimony 
later  on  today — one  of  the  witnesses,  in  terms  of  reading  the  testi- 
mony— that  suggest  limited  access  to  medication  for  manic  depres- 
sion cause  a  patient  to  become  suicidal  when  he  believed  he  would 
no  longer  have  access  to  the  only  drug  which  had  been  effective  for 
him. 

No.  1,  can  you  describe  for  the  Committee  under  what  conditions 
a  physician  could  prescribe  a  needed  drug  without  prior  authoriza- 
tion? 

And,  No.  2,  given  the  situation  that  I  have  just  described,  aren't 
there  some  illnesses  where  we  shouldn't  place  any  limits  on  the 
availability  of  medication? 


26 

Mr.  Wells.  To  answer  the  first  question,  how  can  a  physician 
prescribe  something  in  a  situation  where  he  feels  it's  the  only 
drug? 

Mr.  Towns.  Right. 

Mr.  Wells.  The  OBRA  requirements,  I  think,  fit  very  well.  And 
I  agree  with  that,  that  an  emergency  72-hour  supply  can  always  be 
dispensed  without  restriction.  That's  part  of  the  law,  and  it  should 
stay  there.  That's  only  reasonable.  That  gives  any  prudent  person 
time  to  get  any  paper  work  that  needed  to  be  done.  And,  in  fact, 
most  of  the  States  that  are  doing  prior  authorization  don't  require 
paper  work.  In  Florida,  it  will  be  strictly  telephone.  If  the  product 
is  needed,  and  it's  justified,  it's  going  to  be  approved. 

I  don't  think  any  time  you  have  a  physician  who  goes  to  the  trou- 
ble to  make  a  phone  call,  that  you  are  going  to  second-guess  him 
for  that  patient.  You  can  get  anything  you  need  in  one  case. 

Does  that  answer  your  question? 

Mr.  Towns.  Well,  the  only  problem  I  have  with  that  is  that  in 
most  cases,  in  terms  of  when  you  call,  the  person  that's  supposed 
to  give  you  the  approval  is  not  in.  I  just  see  all  the  problems  sur- 
rounding that. 

We  are  one  of  the  richest  countries  in  the  world.  I  just  think  that 
we  do  not  need  to  put  ourselves  in  that  situation.  But  for  the  time 
being,  I  will  accept  your  answer  for  the  record.  But  I  sort  of  have 
some  problems  with  it. 

Given  the  situation  in  the  second  part. 

Mr.  Welus.  And  will  you  repeat  that?  I  lost  my 

Mr.  Towns.  Given  the  situation  that  I  have  just  described,  aren't 
there  some  illnesses  where  we  shouldn't  place  any  limits  on  the 
availability  of  medication? 

Mr.  Wells.  I  think  that's  an  answer  for  the  people  in  your  shoes 
are  approving  budgets  and  funding  for  these  programs.  It  would  be 
ideal,  in  an  ideal  world,  if  we  had  absolutely  no  limits  at  all.  And 
as  long  as  we  can  afford  it,  we  ought  to  provide  medical  care. 
Whether  we  can  afford  everything  for  everybody — if  you  take  an  ill- 
ness and  say  that  there  are  no  restrictions  on  that  illness,  the  sky 
becomes  the  limit.  You  all  have  to  make  that  choice.  I  don't. 

Mr.  Towns.  I  think  what  we  are  talking  about,  in  terms  of  pro- 
viding adequate  care — and  I  see  that  the  red  light  is  on  me,  so  I'm 
going  to  stop  at  this  point  and  yield  to  my  colleague,  Mr.  Schiflf. 
The  red  light  works  both  ways.  It's  not  only  for  down  there.  It's  up 
here  too. 

Mr.  SCHIFF.  Mr.  Chairman,  I'll  try  to  be  brief  because  we  have 
a  number  of  important  witnesses  today.  I  have  a  question  I  think 
for  each  of  the  witnesses  today. 

Mr.  Wells,  you  referred — Representative  Armstrong  also  did — to 
prior  authorization.  I  understand  prior  authorization.  But  in  this 
particular  case,  who  does  the  authorizing? 

Mr.  Wells.  In  the  case  of  Florida's  program,  it  will  be  done  by 
staff  pharmacist  in  the  Medicaid  program,  through  an  800  tele- 
phone system.  And  it  will  be  automated.  There  won't  be  any  paper. 

Mr.  SCHIFF.  Will  there  be  a  lot  of  time  hanging  on  the  telephone? 
I  have  heard  physicians  complain  about  prior  authorization,  that 
they  spend  an  hour  on  hold. 
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Mr.  Wells.  You  probably  haven't  heard  as  many  of  them  com- 
plain as  I  have. 

Mr.  SCHIFF.  Well,  so,  I  take  it  that  that's  an  accurate  complaint 
about  prior  authorization 

Mr.  Wells.  I  don't 

Mr.  SCHIFF  [continuing].  As  a  procedure? 

Mr.  Welijs.  I  don't  think  that  that  will  be  the  case  in  Florida  be- 
cause we  have  15  positions  accessible  to  the  800  telephone  lines. 
And  it's  our  intention  to  not  take  on  more  in  Florida  than  we  can 
handle  without  creating  undue  delays.  There's  always  the  72-hour 
safety  valve  if  they  couldn't  get  through. 

Mr.  SCHIFF.  I  understand.  But  if  in  prior  authorization  there's 
normally  not  a  second-guessing  of  the  physician,  why  would  we 
have  prior — whether  we  have  formularies  or  not,  why  would  we 
have  prior  authorization?  Doesn't  make  a  lot  of  sense  to  me. 

Mr.  Wells.  The  purpose  in  prior  authorization  is  to  create  an 
awareness  on  the  prescriber's  part  that  a  decision  has  to  be  made, 
that  there  is  an  alternative  that's  more  cost  effective  that  is  the  de- 
sire of  the  program,  that  you  at  least  consider  that.  If  you  don't 
want  to,  you  can  always  get  around  it  with  a  prior  authorization. 

Mr.  SCHIFF.  It  just  kind  of  sounds  like  its  real  purpose  is  to  ham- 
per the  physician  a  little  bit;  that  you  want  to  hassle  with  a  phone 
call. 

Mr.  Wells.  It's  certainly  perceived  that  way  by  some  people. 

Mr.  ScHEFF.  Ms.  Maggio,  did  I  understand  that  Louisiana  had 
formularies,  and  then  after  an  experience  with  them,  dropped 
them? 

Ms.  Maggio.  That  is  correct.  After  12  months  we  discontinued  it. 

Back  in  1966,  if  I  might  add — and  that  was  not  in  mv  testi- 
mony— we  had  prior  authorization  in  Louisiana.  And  what  we 
found  was  that  the  physician  who  either  had  the  time  or  was  will- 
ing to  go  through  the  bureaucratic  red  tape,  would  go  through  it 
to  get  the  prior  authorization.  But  there  were  patients  whose  phy- 
sicians just  did  not  have  the  time  to  go  through  the  bureaucratic 
red  tape  or  they  tried  to,  maybe,  prescribe  two  prescriptions  to  take 
the  place  of  that  one,  if  you  will,  in  order  to  stay  within  the  for- 
mulary guidelines. 

Mr.  ScfflFF.  I  understand. 

Finally,  Representative  Armstrong,  I  acknowledged  in  my  open- 
ing statement,  and  further  acknowledge,  that  I  think  formularies 
are  very  questionable.  Because  they  are  questionable  about  wheth- 
er indeed  there  is — no  matter  what  the  effect,  immediate  effect,  on 
patient  care  is,  there's  a  question  about  whether  they  really  save 
money,  which  seems  to  be  the  object  in  the  first  place,  because  of 
the  later  effect  in  the  system. 

Having  acknowledged  that,  though,  I  have  to  raise  at  least  some 
question  about  your  testimony  that  I  felt  was  much  broader  than 
formularies  as  such.  I  felt  that  you  were  raising  the  question  that 
if  those  on  Medicaid  in  any  way,  shape  or  form  are  not  provided 
all  of  the  medical  care  that  the  wealthy  might  be  able  to  purchase 
themselves,  we  have  some  kind  of  unfair  system. 

If  I  understood  that  testimony  correctly,  I  would  reverse  that.  I 
would  point  out  that  many  of  the  taxpayers,  who  are  paying  the 
taxes    for   those    on    Medicaid,    can't   afford    everything   that   the 
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wealthy  can  afford.  And  although  in  the  perfect  world,  Mr.  Wells 
referred  to,  we  would  like  to  provide  everything  for  everyone,  I 
think  as  a  practical  matter  we  should  acknowledge  that  the  Medic- 
aid services  don't  fall  from  the  sky,  and  they  come  from  the  work 
of  those  who  go  to  work  every  day. 

It  seems  to  me  that  we  have  to  keep  in  mind  what  are  those  peo- 
ple able  to  provide  for  themselves  after  we  have  taken  their  tax 
money.  So  I  think  that  is  also  an  aspect  of  fairness  that  we  should 
keep  in  mind.  If  you'd  like  to  respond  to  that 

Mr.  Armstrong.  I  certainly  concur  to  you,  but  you  have  got  to 
look  at  the  bulk  of  the  constituents  that  make  up  the  Medicaid  roll. 
Those  are  your  senior  citizens,  and  your  children,  and  people  who 
are  blind  and  disabled.  In  Tennessee,  there's  not  one  healthy  male 
over  the  age  of  21  that  is  not  blind  or  disabled,  that  are  on  the 
Medicaid  roll.  So  we  have  got  to  look  at  the  populace  that  the  Med- 
icaid is  serving. 

I  think  that  the  quality  of  the  problem  in  Medicaid  is — and,  of 
course,  I  didn't  want  to  get  on  the  broad  base  of  talking  about  Med- 
icaid, but  is  the  providers  accepting  Medicaid.  There's  a  problem  in 
Tennessee  with  them  accepting.  And  I  think  that  having  a  closed 
formulary  and  prior  authorization  is  just  another  stumbling  block 
for  access  to  people  on  Medicaid.  Let's  provide  the  quality  of  care. 
It's  not  a  patient  problem. 

Mr.  SCHIFF.  Let  me  just  say,  in  conclusion,  because  I  have  got 
the  red  light,  too.  I  understand  what  you  are  sa5nng.  I  just  want 
to  say  in  conclusion  that  those  who  pay  taxes  also  are  trving  to 
support  children,  also  may  be  supporting  senior  citizen  relatives. 
And  I  am  just  saying  that  fairness  requires  we  look  at  the  entire 
system. 

I  yield  back,  Mr.  Chairman.  I  thank  all  the  panelists. 

Mr.  Towns.  Thank  you  very  much. 

Mr.  Horn. 

Mr.  Horn.  In  the  interest  of  getting  to  the  next  witnesses,  111 
pass.  I  have  enjoyed  the  dialog. 

Mr.  Towns.  Thank  you. 

Mr.  Barrett. 

Mr.  Barrett.  I'll  pass  also,  thank  you. 

Mr.  Towns.  Mr.  Mica. 

Mr.  Mica.  Just  a  couple  of  quick  questions,  if  I  may,  for  Mr. 
Wells.  In  Florida,  the  statistics  indicate  we  spent  $7  billion  for  1.6 
million  recipients 

Mr.  Wells.  That's  this  fiscal  year. 

Mr.  Mica.  How  much  is  that  per  recipient  served? 

Mr.  Wells.  I  didn't  bring  a  calculator.  That  figure  included  hos- 
pitalization, and  nursing  home,  physicians,  and  pharmacy.  All  serv- 
ices. 

Mr.  Mica.  All  services? 

Mr.  Wells.  Yes. 

Mr.  Mica.  So  that  does  include  the  $343  million  in  the 

Mr.  Wells.  And  the  $343  million  was  last  year's  prescription 
drug  benefit.  Not  this  fiscal  year.  There  are  two  fiscal  year  num- 
bers in  there. 

Mr.  Mica.  I  noticed — I  met  recently  with  some  representatives  of 
a  group  that's  signing  up  folks  on  Medicaid  for  HMOs,  and  I'm  just 
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wondering  if  your  experience  indicates  that  you  have  the  same 
problem,  as  far  as  the  drug  cost,  with  those  that  switched  in  HMO, 
if  there  is  any  track  record  relating  to  the  effectiveness,  cost  effec- 
tiveness of  that  program,  versus  the  cost  effectiveness  of  the  cur- 
rent Medicaid  program, 

Mr.  Wells.  HMOs,  in  most  cases,  take  the  pharmacy  benefit  in- 
ternally and  process  their  own  claims,  using  a  restrictive  for- 
mulary. And  we  do  not  collect  data  on  that  beyond  the  time  that 
the  enrollee,  the  recipient  enrolls  in  that  HMO. 

Mr.  Mica.  So  there's  no  way  to  compare  which  is  the  most  cost 
effective? 

Mr.  Wells.  We  don't  get  the  numbers  from  the  HMOs  at  this 
time. 

Mr.  Mica.  Thank  you,  sir. 

Mr.  Towns.  Thank  you  very  much.  Congressman  Mica. 

Let  me  also  thank  the  panelists.  I  sort  of  gathered  from  the  testi- 
mony, of  course,  from  Mr.  Armstrong  and  Ms.  Maggio  that  the 
question  is  whether  or  not  we  are  really  doing  any  saving  here; 
that  if  we  analyze  and  examine  it  very  carefully,  we  might  be  los- 
ing in  the  end.  So  let  me  thank  you  again  for  your  testimony. 

And  to  Mr.  Wells,  let  me  say,  in  terms  of  New  York  State,  Medic- 
aid is  just  not  working  that  well,  period. 

And,  of  course,  I  think  that  Mr.  Schiff  alluded  to  one  of  the 
things,  I  think,  that  is  the  biggest  problem,  that  is  getting  an  an- 
swer. If  it's  so  routine,  as  you  indicated,  if  it's  that  routine,  why 
are  calls  even  needed?  Thank  you. 

Dr.  Viste  and  also  Dr.  McMahon.  Just  in  case  you  arrived  late, 
the  light  at  the  table  starts  out  being  on  green  when  you  start,  and 
then  it  turns  to  red.  At  that  point,  we  would  like  for  you  to  stop 
and  quickly  summarize,  so  we  can  give  the  members  an  oppor- 
tunity to  raise  questions. 

You  have  5  minutes.  Your  entire  testimony  will  be  included  in 
the  record.  So  why  don't  we  start  with  you,  Ms.  Greorges? 

STATEMENT  OF  C.  ALICIA  GEORGES,  RN,  MA,  FAAN, 
PRESIDENT,  NATIONAL  BLACK  NURSES  FOUNDATION,  INC. 

Ms.  Georges.  Good  morning.  Congressman  Towns  and  members 
of  the  Subcommittee  on  Human  and  Intergovernmental  Relations 
of  the  Committee  on  Government  Operations.  I  am  pleased  that  I 
have  been  given  the  opportunity  to  participate  at  this  very  crucial 
hearing. 

Let  me  clarify  for  the  record  my  association  with  this  issue.  My 
name  is  C.  Alicia  Georges.  I  am  the  immediate  past  president  of 
the  National  Black  Nurses  Association,  the  current  president  of  the 
National  Black  Nurses  Foundation  but,  most  importantly,  I  am  a 
direct  practitioner  of  nursing  care  in  the  Borough  of  the  Bronx  in 
New  York  City.  It  is  in  these  multiple  roles  that  I  bring  informa- 
tion to  this  committee. 

I  submitted  testimony  3  years  ago,  when  the  Omnibus  Budget 
Reconciliation  Act  of  1990  was  being  considered.  Then  and  now  I 
voiced  opposition  to  the  institution  of  therapeutic  substitutions,  re- 
stricted formularies,  and  prior  authorization. 

State  Medicaid  drug  formularies  will  restrict  access  to  needed 
medications — no  question.  The  use  of  a  formulary  is,  of  itself,  a  re- 
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striction.  It  provides  only  for  the  dispensing  of  those  medications 
that  are  on  a  list  developed  by  State  Medicaid  offices  or  bureau- 
crats. 

There  are  questions  that  need  to  be  answered.  Will  the  States 
take  into  account  the  racial  and  gender  differences  in  the  deter- 
mination of  the  drugs  which  will  be  listed,  or  will  cost  be  the  only 
variable  considered?  Should  a  bureaucrat  be  the  one  to  question 
the  health  practitioner's  plan  of  care  for  a  patient? 

For  instance,  should  my  State,  New  York,  be  allowed  to  tell  my 
private  practitioner,  if  I  am  a  Medicaid  patient,  that  a  particular 
antihypertensive  drug,  which  works  best  for  African-Americans, 
cannot  be  used?  Should  I  have  to  go  with  a  medication  that  may 
not  have  the  best  therapeutic  effects  because  I  might  be  on  Medic- 
aid? 

What  about  children  who  are  now  on  Medicaid  and  represent  the 
most  vulnerable  of  our  populations?  Why  should  they  not  have  the 
advantages  of  other  children  here  in  America  whose  families  are 
covered  by  private  insurance  and  can  afford  to  pay  for  prescription 
drugs  or  have  choices  about  whether  or  not  they  wish  to  purchase 
the  generic  brand? 

Medicaid  clients  and  patients  already  face  restrictive  access  to 
care  because  of  the  nonparticipation  of  medical  practitioners  in  the 
program.  They  are  already  singled  out  and,  in  many  instances,  de- 
nied access  to  some  health  services  because  of  the  restrictive  prac- 
tices in  some  States. 

I  just  want  to  share  with  you  something  that  happened  2  weeks 
ago.  I  was  working  for  a  home  health  agency  in  the  South  Bronx 
and  went  in  to  see  a  patient  whose  insulin  had  been  increased  from 
30  to  35. 

He  is  on  Medicaid  and  had  been  told  that  his  prescription  could 
not  be  renewed  for  another  30  days.  Therefore,  he  chose  not  to  in- 
crease his  insulin,  because  he  thought  he  would  run  out  and  the 
pharmacist  would  not  fill  it  because  of  the  restrictions  that  are  al- 
ready occurring.  That  is  ridiculous,  that  someone  would  place  their 
health  status  in  jeopardy  because  of  perceived  restrictions.  Believe 
me,  the  misuse  of  the  requirements  in  OBRA-90  is  already  occur- 
ring. 

Available  data — Schweitzer  &  Shiota  and  Inglehart — indicate 
that  the  cost  of  prescription  drugs  has  not  been  the  cause  of  the 
burgeoning  Medicaid  budgets.  The  current  economic  recession  and 
the  increasing  number  of  persons  without  health  insurance  in  this 
country  have  required  States  to  cover  persons  who  used  to  be  in 
the  workforce. 

The  question  here.  Congressman  Towns,  is  one  of  a  philosophical 
nature.  Are  we  committed  to  the  amelioration  of  the  staggering 
morbidity  rates  that  are  present  in  the  most  vulnerable  of  our  pop- 
ulations— the  economically  disadvantaged  form  all  ethnic  and  ra- 
cial groups — or  are  we  gomg  to  continue  to  promulgate  classism  in 
health  care  delivery? 

Are  we  willing  to  jeopardize  the  future  status  of  our  citizens  in 
this  country  who  look  to  our  government  for  some  relief?  We  should 
be  about  giving  the  consumer  the  necessary  resources  to  assist 
them  in  being  responsible  for  their  health  care.  Disempowerment 
of  the  Medicaid  recipient  in  this  country  is  un-American. 
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Reversal  of  the  OBRA-90  requirement  will  be  a  disservice  and 
unjust  treatment  of  America's  most  vulnerable  populations.  This 
committee  is  vested  in  looking  out  for  the  potential  and  current 
human  resources  of  this  country.  Please  do  the  right  thing  and  as- 
sure our  Medicaid  recipients  that  they  are  entitled  to  equal  rights 
and  to  equal  justice. 

Thank  you. 

[The  prepared  statement  of  Ms.  Greorges  follows:] 
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Congressman  Towns  and  members  of  the  Subcommittee  on  Human 
Resources  and  Intergovernmental  Relations  of  the  Committee  en 
Government  Operations,  i  am  pleased  to  have  been  given  the 
opportunity  to  participate  at  this  very  crucial  hearing. 

Let  me  clarify  for  the  record,  my  association  with  this 
issue.   I  am  the  immediate  past  president  of  the  National 
Black  Nurses  Association  ,  the  current  president  of  the 
National  Black  Nurses  Foundation,  and  most  importantly,  a 
direct  practitioner  of  Nursing  care  in  the  Borough  of  the 
Bronx  in  New  York  City.   It  is  in  these  multiple  roles,  that 
I  bring  information  to  this  committee. 

Three  years  ago,  I  submitted  testimony  when  the  Omnibus 
Budget  Reconciliation  Act  of  1990  (OBRA  90)  was  being 
considered.   Then  and  now  I  voiced  opposition  to  the 
institution  of  therapeutic  substitutions  ,  restrictive 
formularies  and  prior  authorization. 

State  Medicaid  drug  formularies  will  restrict  access  to 
needed  medications.   The  use  of  a  formulary  is  of  itself  a 
restriction.  It  provides  for  the  dispensing  of  only  those 
medications  that  are  on  a  list  developed  by  the  state 
medicaid  office.   Will  the  states  take  into  account  the 
racial  and  gender  differences  in  the  determination  of  the 
drugs  which  will  be  listed  or  will  cost  be  the  only  variable 
considered?.  Should  a  bureaucrat  be  the  one  to  question  the 
health  practitioner's  plan  of  care  for  a  patient?.   Should  my 
state  be  allowed  to  tell  my  practitioner  that  a  particular 
antihypertensive  drug  which  wor.ks  best  for  African  .Jkir.ericans 
cannot  be  used  ?   Should  I  have  to  go  with  a  r.edicaticn  that 
may  not  have  the  best  therapeutic  effects  because  I  might  ie 
on  Medicaid?  What  about  children  whc  are  now  on  Medicaid  and 
represent  the  most  vulnerable  of  our  populations?   why  should 
they  not  have  the  advantages  of  other  children  here  in 
America,  whose  families  are  covered  by  private  insurance  and 
can  afford  to  pay  for  prescription  drugs.   Medicaid 
clients/patients  already  face  restricted  access  to  care 
because  of  the  nonparticipation  of  medical  practitioners  in 
the  program.   They  are  already  singled  out  and  in  many 
instances  denied  access  to  some  health  services.  Already  some 
patients  are  placed  in  jeopardy  because  of  already 
restrictive  practices  in  states.   Two  weeks  ago,  I  was 
providing  services  to  a  number  of  patients  in  the  South  3rorx 
for  a  home  health  agency.   A  patient's  insulin  had  been 
increased  by  5  units  the  day  before  I  visited.  On  the  day  or 
the  visit,  he  had  only  taken  30  units,  because  he  was 
concerned  that  by  using  the  increased  amount  ordered  by  his 
physician,  he  would  exceed  the  amount  he  had  on  hand  and  his 
local  pharmacy  would  not  refill  until  30  days  had  passed  from 
the  previous  prescription  being  filled.   Believe  me,  that 
misuse  of  the  requirements  are  already  occurring  without  the 
repeal  of  OBRA  90, 
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Available  data  (Schweitzer  &  Shiota  92  Inglehart , 93)  indicate 
that  the  cost  ot  prescription  drugs  has  not  been  the  cause  of 
the  burgeoning  medicaid  budgets.  The  current  economic 
recession  and  the  increasing  numbers  of  persons  without 
health  insurance  in  this  country  have  required  states  to 
cover  persons  who  were  previously  part  of  the  work  force. 

The  guestion  here  is  one  of  a  philosophical  nature.  Are  we 
committed  to   amelioration  of  the  staggering  r.orbidity  rates 
that  are  present  in  the  most  vulnerable  of  our  populations: 
the  economically  disadvantaged  from  all  ethnic  and  racial 
minority  groups,  or  we  going  to  continue  to  promulgate 
classicism  in  health  care  delivery?   Are  we  willing  to 
jeopardize  the  future  health  status  of  our  citizens  in  this 
country,  who  look  to  the  government  for  some  relief?   We 
should  be  about  giving  to  the  consumer  the  necessary 
resources  to  assist  them  in  being  responsible  for  their 
health.   Disempowerment  of  the  mediciaid  recipient  in  tr.is 
country  is  unAmerican. 


Reversal  of  the  OBRA  90  requirement  will  be  a  disservice  and 
unjust  treatment  of  America's  most  vulnerable  populations. 
This  committee  is  vested   in  looking  out  for  the  potential 
and  current  human  resources  of  this  country.  Please  do  the 
right  thing  and  assure  our  medicaid  recipients  that  they  are 
entitled  to  equal  rights  and  equal  justice! 
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Mr.  Towns.  Thank  you  very  much,  Ms.  Georges.  Powerful  testi- 
mony. 
Warren  Longmire,  M.D.  Dr.  Long^ire. 

STATEMENT  OF  WARREN  T.  LONGMIRE,  MJD^  STATE  OF  TEXAS 

Dr.  Longmire.  Good  morning,  Mr.  Chairman,  members  of  the 
subcommittee.  Thank  you  for  the  opportunity  to  share  my  experi- 
ences and  views  with  you. 

I  am  Warren  Longmire,  a  rural  Texas  family  physician  in  prac- 
tice in  the  same  community  for  30  years.  I  am  old  enough  to  have 
remembered  the  davs  when  I  treated  bankers,  lawyers,  yardmen 
and,  many  times,  a  lot  of  my  friends,  and  allowed  them  to  mow  mv 
lawn  or  give  me  a  side  of  beef  in  payment  for  delivering  their  chil- 
dren. 

Now,  this  written  testimony  is  already  submitted,  so  I  am  not 
going  to  burden  you  with  reading  it.  I  want  to  tell  you  about  a 
young  man  named  Joshua.  I  saw  this  young  man,  11  years  old,  just 
before  I  departed  yesterday  to  come  here,  my  first  meeting  with 
him — not  an  encounter — but  we  country  doctors  really  do  visit  our 
patients.  We  don't  fight  them. 

Joshua  is  blind,  but  he  has  also  got  bad  asthma.  I  was  doing  a 
camp  physical  so  that  he  might  go  to  camp.  He  was  very  afraid  he 
was  going  to  fail  his  physical,  because  he  goes  to  school  in  Austin 
about  190  miles  inland  from  where  we  live.  Our  humidity  and  the 
petrochemical  plant  emissions  really  tears  his  asthma  up,  so  he  has 
to  have  four  medicines. 

Mr.  Towns.  That  was  not  5  minutes.  Please  continue. 

Dr.  Longmire.  Thank  you,  sir.  I'm  a  little  nervous,  but  that  sure 
is  fast.  [Laughter.] 

But  Joshua  was  just  about  that  nervous  yesterday,  because  he 
thought  he  was  not  going  to  get  to  go  to  camp.  This  child  is  bril- 
liant, but  his  parents  are  poor,  so  he  is  on  Medicaid. 

In  Texas,  if  I,  the  family  physician,  give  Joshua's  parents  some 
medicine  and  the  Medicaid  folk  find  out  about  it,  their  budget  is 
cut  the  next  month  by  whatever  the  bureaucrat  thought  that  medi- 
cine was  worth.  Talk  about  a  triple  whammy — ^blind,  asthmatic,  on 
Medicaid,  and  now  his  family's  budget  is  cut  because  the  doctor 
wanted  to  give  him  some  dignity  and  help  him. 

Joshua  asked  me  if  I  could  bring  him  a  souvenir  from  Washing- 
ton. The  greatest  souvenir  I  could  bring  Joshua  was  a  signature  by 
the  chairman  that  he  was  dedicated  to  preserve  the  right  of  the 
Medicaid  patients  of  this  Nation  to  receive  the  medications  as  pre- 
scribed by  their  physicians. 

I  thank  you  all  very  much. 

[The  prepared  statement  of  Dr.  Longmire  follows:] 
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WARREN  T.  LONGMIRE,  M.D. 

BEFORE  THE 
SUBCOMMITTEE  ON  HUMAN  RESOURCES  AND  INTERGOVERNMENTAL 

RELATIONS 

COMMITTEE  ON  GOVERNMENT  OPERATIONS 

UNITED  STATES  HOUSE  OF  REPRESENTATIVES 

JUNE  9,  199  3 


Mr.  Chairman  and  Members  of  the  Subcommittee: 

I  am  Doctor  Warren  Longmire.  Thank  you  for  the  privilege  to 
share  my  experiences  as  you  examine  the  topic  of  Medicaid  and 
prescription  medicines. 

I  am  a  solo  family  physician,  with  a  practice  for  30  years 
in  the  same  rural  Texas  town.  Over  one-third  of  its  population 
is  at  the  Medicaid  income  level.  I  am  one  of  those  people  the 
bureaucrats  have  taken  to  calling  a  "provider" —  a  wonderfully 
impersonal  term.  But  medicine  as  I  practice  it  is  a  very 
personal  matter.  So  I ' d  prefer  to  be  thought  of,  as  my  hundreds 
of  patients  think  of  me,  as  the  "Doc." 

I  would  ask  you  to  be  just  a  little  careful  in  listening  to 
these  bureaucrats  and  the  so-called  "experts"  in  these  "think 
tanks,"  because  they  don't  always  understand  the  real-world 
consequences  of  their  supposedly  brilliant  ideas.  And  there  is 
one  point  that  I  really  want  to  hcunmer  home  today:  regulations 
aimed  at  getting  short-term  savings  on  medicines  always  result 
in  huge  long-term  costs.  And  in  this  case,  we  will  see  increased 
deaths  among  our  poor  and  our  elderly. 

There  is  only  one  adequate  way  to  describe  the  Clinton 
Administration  proposal  to  reinstate  Medicaid  formularies:  It's 
smoke  and  mirrors.  If  ignorance  paid  dividends,  the  proponents 
of  this  plan  would  make  a  fortune  out  of  what  they  don't  know 
about  the  real  world  of  medicine. 

Prior  to  the  federal  pay  systems,  physicians  gave  care  to 
the  poor  the  same  as  to  bankers,  attorneys,  or  legislators.  I  am 
old  enough  to  have  exchanged  services  for  fresh  vegetables, 
slabs  of  bacon,  plowing  of  the  fields,  or  moving  of  the  office 
lawn  in  place  of  payment  for  emergency  or  obstetric  care  to  my 
friends. 

Yes,  our  patients  are  our  friends  in  rural  America. 
But  some  of  the  ideas  that  have  come  from  Washington 
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bureaucrats    haven't   always   worked   out   quite   as   they  were 
intended. 

When  Medicare/Medicaid  was  started,  it  was  supposed  it 
would  give  the  benefactors  more  freedom  to  choose  physicians  and 
increase  their  sense  of  dignity.  However,  the  systems  have 
turned  into  a  trap  for  two  generations.  Only  the  bureaucracy  has 
prospered. 

Look,  at  hospitals.  They  were  told  "the  federal  system  will 
pay  part  of  your  costs  to  construct  new  facilities"  (the  Hill 
Burton  Act),  which  caused  a  rush  to  build  more,  duplicating  and 
competing  facilities  in  the  same  community.  This  led  to  new 
regulations  --  an  example  was  the  "certificate  of  need"  --  which 
caused  only  slight  delays  in  learning  better  ways  to  play  the 
game . 

All  this  was  at  considerable  cost  to  the  government  -- 
which  is  you  and  me!  Now,  we  have  in  most  cities  an  excess  of 
beds,  buildings  and  even  entire  complexes  which  are  idle  and 
rotting.  It  reminds  me  of  the  cattle  feed  lot  boom  a  few  years 
ago,  which  so  quickly  fell  into  the  muck. 

There's  a  real  common  demoninator  to  these  programs.  The 
bureaucratic  "solutions"  create  new  problems,  which  generate 
more  regulations,  which  encourage  more  ingenious  ways  of  bending 
the  rules,  then  more  rules  which  take  more  people  to  check  on 
who  is  bending  which  one  how  often.  It's  no  surprise  the 
government  is  growing  faster  than  any  other  segment  of  our 
society. 

Shakespeare  lamented,  "The  sad  thing  about  mankind  is  that 
no  man  profits  from  the  suffering  of  another,  each  must  suffer 
for  himself."  If  the  Clinton  proposal  on  Medicaid  formularies 
becomes  law,  many  more  people  will  suffer.  Because  when  you  save 
a  few  pennies  on  giving  out  medicine,  you're  going  to  end  up 
killing  off  a  lot  of  people. 

The   poor  are   always   the   last   to  gain  respect,  the  most 

over-regulated,  and  made   to  wait   in  lines  the  longest.  It  is 

almost   as   if  the   wait   is   a   way   to   earn   the  right  to  get 
treatment. 

This  Clinton  proposal  to  remove  part  of  a  regulation  before 
it  has  had  time  to  show  whether  or  rot  it  did  reduce  spending 
illustrates  the  point  of  rewriting  the  rules  faster  than  most 
citizens   can   learn  them.   The  system  is  confusing  enough  as  it 

is . 

In  Texas,  when  a  physician  gives  a  Medicaid  patient  sample 
medication  (to  save  them  a  few  dollars)  the  Department  of  Health 
and  Human  Services  reduces  the  next  paycheck  to  the  patient  by 
the  amount  they  think  the  medication  would  have  cost.  This 
reduces  the  pride  of  both  the  patient  and  the  physician.  The 
physician   thought  he  was  helping,  and  the  patient  thought  he  got 
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something  for  free'.  Instead,  the  system  penalized  both. 

The  same  thing  will  happen  with  formularies.  Doctors  and 
their  poor  patients  both  will  face  new  restrictions.  By  taking 
away  the  physician's  ability  to  administer  needed  medicines,  you 
will  be  causing  unnecessary  hospitalizations  and  premature 
deaths . 

We  all  would  like  to  "reform"  the  system  that  the  "experts" 
have  created,  and  reduce  m.edical  expenditures. 

My  plea  is:  "Please  don't  throw'  out  the  baby  with  the 
bathwater! " 

That  is  what  putting  in  a  restrictive  drug  formulary  will 
do.  Precisely.  It  will  limit  proper  treatment  for  the  poor.  At 
best  it  will  produce  a  short-term  cut  in  expenditures,  while 
ignoring  the  long-term  pain,  suffering,  and  ballooning  costs  for 
hospitalization  and  other  services  that  this  short-sighted  and 
really  cruel  proposal  would  create. 

I  hope  this  subcommittee  will  ignore  the  smoke  and  mirrors, 
and  reject  the  President's  proposal  to  institute  restrictive 
drug  formularies  for  Medicaid  patients. 

Thank  you  for  offering  me  a  chance  to  express  my  views 
today  on  this  issue,  which  is  literally  a  matter  of  life  or 
death. 
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Mr.  Towns.  Thank  you  for  very  powerful  testimony.  Mr.  Viste. 

STATEMENT  OF  KENNETH  M.  VISTE,  JR.,  M.D.,  EXECUTIVE 
COMMITTEE,  AMERICAN  MEDICAL  ASSOCIATION  COUNCIL 
ON  LEGISLATION 

Dr.  ViSTE.  Mr.  Chairman,  members  of  the  subcommittee,  my 
name  is  Ken  Viste  and  I  am  a  neurologist  in  Oshkosh,  WI.  I  am 
also  a  member  of  the  executive  committee  of  the  American  Medical 
Association  Council  on  Legislation. 

The  AMA  commends  you  and  the  members  of  this  subcommittee 
for  holding  this  hearing  and  for  being  willing  to  listen  to  people 
who  are  affected  by  this  proposal.  As  important  as  deficit  reduction 
and  health  care  cost  containment  are,  they  should  not  be  pursued 
to  the  detriment  of  those  who  are  intended  to  be  served  by  the 
Medicaid  program. 

A  return  to  the  days  of  restrictive  Medicaid  drug  formularies 
does  not  amount  to  much  of  a  budget  cut,  and  whether  formularies 
would  actually  result  in  any  overall  cost  savings  to  the  Medicaid 
program  is  open  to  serious  question. 

In  contrast,  there  are  several  significant  negative  consequences 
to  restrictive  Medicaid  drug  formularies.  There  is  no  doubt  in  our 
view  that  Congress  did  the  right  thing  in  1990  by  prohibiting  Med- 
icaid formularies.  To  go  back  on  this  now  would  ao  no  good. 

Restrictive  Medicaid  formularies  limit  Medicaid  patients'  access 
to  needed  medications.  We  know  that  you  will  hear  form  other  wit- 
nesses as  to  how  these  restrictions  can  translate  into  bad  outcomes 
for  certain  patients.  We  can  certainly  provide  additional  examples 
as  well. 

Restrictive  Medicaid  drug  formularies  were  eliminated  as  part  of 
a  carefully  negotiated,  balanced  Medicaid  drug  cost-containment 
law  less  than  3  years  ago.  Now,  the  U.S.  House  of  Representatives 
has  voted  to  go  back  on  this  agreement. 

What  message  does  this  send  to  those  who  are  being  asked  to  ne- 
gotiate and  compromise  on  much  more  fundamental  issues  of 
health  system  reform?  What  assurance  does  anyone  have  that  sac- 
rifice and  accommodation  to  build  a  better  healtn  care  system  won't 
be  repudiated  by  the  next  Congress? 

Wouldn't  Congress  do  well  to  heed  the  warnings  about  restrictive 
Medicaid  formularies?  These  warnings  come  from  physicians  and 
providers  who  are  on  the  front  lines  of  health  care  delivery  for  the 
Medicaid  population. 

The  only  ones  better  able  to  appreciate  the  importance  of  access 
to  all  necessary  medications  are  the  patients  themselves.  The  advo- 
cates for  those  covered  by  Medicaid  and  those  with  serious  chronic 
illness  know  that  restrictive  Medicaid  formularies  can  deprive  pa- 
tients and  their  physicians  of  treatment  flexibility  and  undermine 
the  quality  of  care. 

Mr.  Chair,  the  AMA  has  additional,  specific  objections  to  the 
Medicaid  prescription  drug  language  adopted  by  the  House.  Let  me 
just  mention  one  of  the  most  troublesome  provisions. 

The  adopted  House  language  would  allow  State  formularies  to 
exclude  coverage  of  an  outpatient  drug  for  a  specific  disease  or  con- 
dition, if  the  drug  does  not  appear  to  have  a  significant  therapeutic 
advantage  "based  on  the  drug's  labeling." 
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The  problem  is  that  the  relative  merits  of  drugs  cannot  be  judged 
simply  on  the  FDA-approved  labeling.  In  fact,  the  drug  of  choice  for 
a  number  of  conditions  and  populations  may  have  nothing  on  the 
label  to  indicate  these  benefits.  Many  of  the  more  important  drugs 
for  the  treatment  of  children  have  labels  which  are  silent  on  pedi- 
atric use. 

It  frequently  happens  that  the  steps  required  by  the  FDA  to  add 
information  to  the  label  are  not  taken  for  drugs  already  on  the 
market.  The  best  drugs  used  to  fight  cancer  are  frequently  not  la- 
beled for  these  uses.  This  is  of  particular  significance  to  minority 
patients  who  already  experience  higher  mortality  rates  for  cancer. 

In  conclusion,  we  appreciate  your  willingness  to  look  at  this  issue 
and,  hopefully,  turn  things  back  to  the  way  they  were.  I  would  be 
happy  to  answer  any  questions  you  might  have. 

[The  prepared  statement  of  Dr.  Viste  follows:] 
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STATEMENT 

of  the 

AMERICAN  MEDICAL  ASSOCIATION 

to  the 

Subcommittee  on  Human  Resources  and  Intergovernmental  Relations 

House  Committee  on  Government  Operations 

Presented  by  Kenneth  M.  Viste,  Jr.,  MD 

RE:    State  Medicaid  Drug  Formularies; 
Is  There  Restricted  Access  to  Needed  Medications? 

June  9,  1993 

Mr.  Chair  and  Members  of  the  Subcommittee: 

My  name  is  Ken  Viste  and  I  am  a  neurologist  in  Oshkosh,  Wisconsin.   I  also  am  a  member  of  the 
Executive  Committee  of  the  American  Medical  Association  (AMA)  Council  on  Legislation.   The 
AMA  appreciates  the  opportunity  to  testify  before  you  and  address  the  issues  associated  with  Medicaid 
drug  formularies. 

Before  discussing  this  issue,  let  me  tell  you  about  the  AMA's  interest  in  improving  Medicaid  coverage 
for  those  in  need.   The  AMA  has  devoted  much  time  and  attention  to  this  issue.   We  have  studied  and 
identified  the  severe  inequities  in  the  current  Medicaid  program  and  we  have  concluded  that  the 
program  is  in  need  of  serious  reform.    The  AMA  proposals  to  modify  Medicaid  include: 
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1 .  The  creation  of  basic  national  standards  of  uniform  eligibility  for  coverage  of  all  persons 
below  poverty  level  income  (adjusted  by  state  income  factors); 

2.  The  creation  of  basic  national  standards  of  uniform  adequate  benefits; 

3.  The  elimination  of  existing  categorical  requirements;  and 

4.  The  establishment  of  adequate  payment  levels  to  assure  broad  access  to  care. 

We  recognize  that  the  cost  of  these  and  other  health  care  system  reforms  will  be  great.    Indeed,  merely 
continuing  to  provide  the  current  level  of  care  to  Medicaid  beneficiaries,  without  such  improvements, 
will  require  additional  resources. 

Under  these  circumstances,  we  must  be  comprehensive  in  our  examination  of  the  elements  that 
contribute  to  the  cost  of  health  care  for  Medicaid  beneficiaries.    One  of  these  elements  is  prescription 
drugs. 

The  availability  of  prescription  drugs  and  their  costs  directly  affect  the  nature  and  quality  of  health 
care.    Prescription  drugs  are  often  the  therapy  of  choice  and  can  be  the  most  cost-effective  treatment. 
However,  dramatic  increases  in  the  costs  of  prescription  drugs  can  have  a  deleterious  effect  on  access 
to  care  and  patient  compliance  with  prescribed  treatment. 
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The  AMA  supports  programs  to  contain  the  costs  of  prescription  drugs  and  we  believe  that  the 
following  features  are  essential  to  any  such  program: 

1.  The  program  must  encourage  optimum  prescribing  practices  and  quality  of  care; 

2.  Ail  patient  must  have  access  to  all  prescription  drugs  necessary  to  treat  their  illnesses; 

3.  Physicians  must  have  significant  input  into  the  development  and  maintenance  of  the  program 
as  well  as  the  freedom  to  prescribe  the  most  appropriate  drugs  for  the  individual  patient;  and 

4.  The  program  should  promote  an  environment  that  will  give  pharmaceutical  manufacturers  the 
incentive  for  research  and  development  of  new  and  innovative  prescription  drugs. 

Ever  since  Medicaid  prescription  drug  coverage  has  been  identified  as  a  target  for  cost  cutting,  the 
AMA  has  fought  to  oppose  those  schemes  that  do  not  incorporate  these  essential  features;  especially 
those  that  have  the  potential  to  be  truly  harmful  to  the  Medicaid  beneficiaries. 

Restrictive  state  drug  formularies  are  among  those  measures  that  we  have  opposed. 

Mr.  Chair,  we  commend  you  and  the  members  of  this  Subcommittee  for  holding  this  hearing  and  for 
being  willing  to  listen  to  the  people  who  are  affected  by  this  proposal.   As  important  as  deficit 
reduction  and  health  care  cost-containment  are,  they  should  not  be  pursued  to  the  detriment  of  those 
who  are  intended  to  be  served  by  the  Medicaid  program. 
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In  any  case,  a  return  to  the  days  of  restrictive  Medicaid  drug  formularies  does  not  amount  to  much  of 
a  budget  cut.    Whether  formularies  would  actually  result  in  an^  overall  cost  savings  to  the  Medicaid 
program  is  open  to  serious  question. 

In  contrast,  there  are  significant  negative  consequences  to  restrictive  Medicaid  drug  formularies.    There 
is  no  doubt  in  our  view  that  Congress  did  the  right  thing  in  1990  by  prohibiting  restrictive  Medicaid 
formularies.    To  go  back  on  this  now  would  do  no  good. 

Restrictive  Medicaid  drug  formularies  limit  Medicaid  patients'  access  to  needed  medications.    We 
know  that  you  will  hear  ftx)m  other  witnesses  as  to  how  these  restrictions  can  translate  into  bad 
outcomes  for  certain  patients.    We  can  certainly  provide  additional  examples  as  well. 

Restrictive  Medicaid  drug  formularies  were  eliminated  as  part  of  a  carefully  negotiated,  balanced 
Medicaid  drug  cost  containment  law  less  than  three  years  ago.   Now  the  U.S.  House  of 
Representatives  has  voted  to  go  back  on  this  arnmgement. 

What  message  does  this  send  to  those  who  are  being  asked  to  negotiate  and  compromise  on  much 
more  fundamental  issues  of  health  system  reform?   What  assurance  does  any  one  have  that  sacrifice 
and  accommodation  to  build  a  better  health  care  system  won't  be  repudiated  by  the  next  Congress? 

We  sincerely  hope  that,  as  this  issue  moves  to  the  Senate  Finance  Committee,  they  will  look  carefully 
at  the  recent  history  of  efforts  to  control  the  cost  of  prescription  drugs  in  the  Medicaid  program. 
There  were  clear  indications  that  earlier  efforts  to  drive  down  Medicaid  drug  prices  would  jeopardize 
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5 
the  sizable  discounts  accorded  the  Department  of  Veterans  Affairs  (VA)  and  other  high-volume  drug 
purchasers.    And,  indeed,  this  was  the  subject  of  additional  legislation  signed  into  law  last  year. 

There  were  clear  indications  that  some  state  Medicaid  programs  would  take  the  prior  authorization 
provision  and  turn  it  into  a  crude  cost-cutting  implement.   And  this  too  has  come  to  pass.   In  reality', 
some  states  have  created  de  facto  restrictive  drug  formularies  using  prior  authorization,  thus  violating 
the  intent  of  OBRA  '90  to  improve  access  to  prescription  drugs  in  exchange  for  price  rebates. 

Wouldn't  Congress  do  well  to  heed  the  warnings  about  restrictive  Medicaid  formularies?   These 
warnings  come  from  physicians  and  providers  who  are  on  the  front  lines  of  health  care  delivery  for  the 
Medicaid  population. 

The  only  ones  better  able  to  appreciate  the  necessity  for  access  to  all  necessary  medications  are  the 
patients  themselves.   The  advocates  of  those  covered  by  Medicaid  and  those  with  serious  chronic 
illness  know  that  restrictive  Medicaid  formularies  can  deprive  patients  and  their  physicians  of  needed 
treatment  flexibility  and  undermine  the  quality  of  care. 

Mr.  Chair,  the  AMA  has  additional,  specific  objections  to  the  Medicaid  prescription  drug  language 
adopted  by  the  House.   We  expect  to  raise  these  points  with  your  colleagues  in  the  Senate.   But  let  me 
just  mention  one  of  the  most  troublesome  provisions. 

The  adopted  House  language  would  allow  state  formularies  to  exclude  coverage  of  an  outpatient  drug 
for  a  specific  disease  or  condition,  if  the  drug  does  not  appear  to  have  a  significant  therapeutic 
advantage  "based  on  the  drug's  labeling." 
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The  problem  is  that  the  relative  merits  of  drugs  cannot  be  judged  simply  by  their  FDA-approved 
labeling.    Its  just  not  that  easy.    In  fact,  the  drug  of  choice  for  a  number  of  conditions  and  populations 
may  have  nothing  on  the  label  to  indicate  these  benefits.    Many  of  the  most  important  drugs  tor  the 
treatment  of  children  have  labels  which  are  silent  on  pediatric  use.    It  frequently  happens  that  the 
FDA-required  steps  necessary  to  add  this  information  to  the  label  are  not  taken  for  already-approved 
drugs.    The  best  drugs  used  to  fight  cancer  are  frequently  not  labeled  for  these  uses.   This  is  of 
particular  significance  to  minority  patients  who  already  experience  higher  mortality  rates  for  cancer. 

Any  Medicaid  program  that  would  create  a  formulary  and  restrict  drugs  based  on  their  FDA-approved 
labeling  cannot  pretend  to  have  the  best  interests  of  the  Medicaid  population  in  mind. 

In  conclusion,  we  again  commend  you  for  your  willingness  to  listen  to  how  the  resurrection  of 
restrictive  Medicaid  drug  formularies  could  harm  our  patients.    We  share  the  sense  of  urgency  for 
controlling  the  Medicaid  budget  and  we  are  fully  engaged  in  the  process  of  health  system  reform.    But 
we  must  urge  that  the  ban  on  restrictive  Medicaid  drug  formularies  continue,  for  the  sake  of  the 
quality  of  care  for  the  Medicaid  population. 
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Mr.  Towns.  Thank  you  very  much.  Mr.  McMahon. 

STATEMENT  OF  F.  GILBERT  McMAHON,  MJ).,  FA.C.P.,  CHAIR- 
MAN, GOVERNMENT  AFFAIRS  COMMITTEE,  AMERICAN  SOCI- 
ETY  FOR  CLINICAL  PHARMACOLOGY  AND  THERAPEUTICS 

Dr.  McMahon.  Yes.  Good  morning.  I  am  Gilbert  McMahon,  chni- 
cal  professor  of  medicine  at  Tulane  University.  I  have  been  chaiir- 
man  of  the  government  affairs  committee  of  the  American  Society 
for  Clinical  Pharmacology  and  Therapeutics  for  some  20  years.  I 
was  chairman  of  the  Scheuer-Gore  commission  to  investigate  and 
expedite  matters  at  the  FDA,  and  I  was  a  member  for  3  years  of 
Senator  Edward  Kennedy's  Commission  on  Post-Marketing  Surveil- 
lance of  Drugs. 

The  American  Society  for  Clinical  Pharmacology  and  Thera- 
peutics is  a  95-year-old  society.  All  the  members  are  not  quite  95, 
but  it  is  a  95-year-old  society — including  physicians  and  phar- 
macists, whose  total  professional  commitment  has  been  devoted  to 
the  study  of  new  drugs  and  to  try  to  learn  the  truth  about  drugs 
and  to  teach  physicians  and  medical  students  and  pharmacy  stu- 
dents. [Laughter.] 

We  agree  that  health  care  cost  is  excessive.  Drug  cost  should  be 
an  important  consideration  in  selecting  a  particular  drug  for  a  par- 
ticular patient.  In  1992,  the  joint  Federal-State  Medicaid  programs 
cost  $118  billion,  but  the  prescription  drug  portion  of  this  amount- 
ed to  only  6  percent  of  the  total  cost. 

You  heard  earlier  today  about  the  Louisiana  State  University 
study  of  drug  expenditures  in  47  States  under  Medicare.  They  in- 
cluded not  simply  the  drug  cost,  but  the  therapeutic  outcomes.  It 
is  encouraging  to  hear  the  chairman  talk  about  therapeutic  out- 
comes, because  simply  giving  the  cost  of  a  drug  does  not  tell  the 
whole  story.  It  is  the  long-term  results  in  that  particular  patient 
which  are  important  in  cost  considerations. 

There  have  been  studies  besides  the  LSU  study.  A  recent  one 
done  in  Tennessee  at  Vanderbilt  showed  that  Medicaid  spending  in 
that  State  was  $20  to  $60  million  higher  in  1988  because  of  a  re- 
stricting formulary  that  was  then  in  effect.  The  higher  costs  were 
attributed  to  the  substitution  of  more  costly  services,  such  as  in- 
creased physician  visits  and  hospitalization  for  drug  therapy. 

Last  year,  there  was  an  article  in  the  "New  England  Journal  of 
Medicine"  talking  about  the  study  done  in  New  Hampshire  in 
which  they  found  that  the  payment  cap  led  to  a  doubling  of  nursing 
home  admissions  for  elderly  patients  during  the  time  the  payment 
time  was  in  effect. 

I  spend  most  of  my  life  taking  care  of  hypertensive  patients.  That 
is  mv  main  interest.  There  are  60  million  Americans  with  high 
blood  pressure;  2  cut  of  3  people  over  65  have  high  blood  pressure. 
I  have  high  blood  pressure. 

If  I  only  had  one  drug  or  two  drugs  to  treat  people  with  high 
blood  pressure,  they  would  be  terribly  disadvantaged.  At  most,  only 
50  percent  would  respond  to  one  or  two  drugs  listed  in  a  formulary. 
So  I  am  against,  philosophically,  limitations  like  that. 

However,  my  society  feels — that  is,  the  American  Society  of  Clini- 
cal Pharmacology — that  under  certain  conditions,  we  could  accept 
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the  formulary,  and  I  have  listed  them,  and  will  conclude  my  state- 
ment with  their  suggestions. 

No.  1,  we  believe  the  key  element  would  be  the  development  of 
a  therapeutic  committee  independent  of  State  administrators.  No. 
2,  while  being  deeply  concerned  about  drug  costs,  members  of  the 
committee  should  be  primarily  concerned  with  getting  the  best 
drug  to  anyone  sick.  No.  3,  the  chairpersons  of  these  committees 
should  be  clinically  oriented  phvsicians  or  pharmacists  who  have 
experience  in  taking  care  of  sick  people.  They  should  understand 
that  no  drug  works  in  everybody,  that  no  drug  is  free  of  adverse 
effects,  that  all  drug  interactions  are  not  harmful;  many  of  them 
are  beneficial.  No.  4,  written  standards  for  membership  or  leader- 
ship or  chairmanship  of  therapeutic  committees  ought  to  be  estab- 
lished. I'm  talking  about  Medicare  and  Medicaid  now,  but  I  think 
written  standards  for  all  formulary  committees  would  be  salubri- 
ous. 

As  I  get  older,  I  am  becoming  less  of  a  drug  expert.  But  we  really 
have  drug  experts  in  ASCPT.  We  teach  it  in  every  medical  school 
and  every  pharmacy  school  in  the  United  States.  We  would  be 
happy  to  participate  in  developing  written  guidelines  for  the  estab- 
lishment of  Medicaid  and  other  formulary  committee  requirements, 
if  requested. 

Thank  you  for  the  opportunity  to  appear  here. 

Mr.  Towns.  Thank  you,  very  much,  Mr.  McMahon. 

[The  prepared  statement  of  Dr.  McMahon  follows:! 
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I  am  Gilb«rt  McMahon,  Clinical  Professor  of 
Madicine  at  Tulane  Onivereity.   I  hav«  been 
Cbairaan  of  the  Government  Affair*  CoBmittee  of  the 
ABwrican  Society  for  Clinical  Phansacology  and 
Therapeutics  for  20  years  and  as  such,  have  had  the 
opportunity  to  testify  to  various  Congressional  and 
Presidential  ooBiiissions  on  siany  occasions.   In 
1982  I  was  Chaiman  of  the  Sohener-Gore  Comikission 
to  investigate  the  FDA  and  to  attaapt  to  expedite 
the  conduct  of  drug  studies  and  their  ultlaata 
approval.   I  vas  also  a  meaiber  for  three  years  of 
Senator  Edward  Kennedy's  Com&ission  on  the 
Postmarketing  Surveillance  of  Drugs. 

The  American  Society  for  Clinical  Pharmacology 
and  Therapeutics  is  a  95  year  old  group  of  drug 
experts,  including  physicians,  pharmacists,  and 
scientists  whose  total  professional  careers  have 
been  devoted  to  studying  new  and  old  drugs  in  an 
effort  to  identify  their  true  benefits  and  risks 
and  also  teach  health  care  providers  and  students 
what  constitutee  good  therapeutics.   We  agree  that 
health  care  cost  is  excessive  and  that  drug  cost 
should  be  an  important  consideration  in  selecting  a 
particular  drug  for  a  particular  patient.   In  1992 
the  joint  Federal-State  Medicaid  programs  cost  a 
total  of  $118  billion,  but  the  prescription  drug 
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portion  of  thla  only  etnountad  to  about  6%  of  the  total  coat. 
State  Medicaid  progr&aa  indioate  that  atat*  officials  often 
saldct  menbars  baeed  on  thair  inclination  for  reatricting  drugs 
on  the  basis  of  cutting  cost.   Thay  often  fail  to  conaider  the 
cost  of  the  total  outcome,  i.e.,  additional  patient  viaita, 
special  diagnostic  procedures,  hospitalization  regulrsmants, 
etc.   Several  studies,  including  that  of  Ors.  Willias  Moore  and 
Robert  Newman  (Louisiana  State  Oniveraity,  1989)  reviewed  the 
cost  of  drug  expenditures  in  4  7  states.   They  included  not 
sinply  the  drug  coat,  but  the  therapeutic  outcoaee.   They 
concluded  that  rectrlotlve  drug  formularies  resulted  in 
significant  increases  in  total  Medicaid  service  costs. 

A  recent  study  in  Tennessee  by  researchers  at  Veuidarbilt 
University  showwd  that  Medicaid  spending  in  that  state  was  $20 
to  559  million  higher  in  1988  because  a  restricting  fonmilary 
was  in  effect.   The  higher  coats  were  attributed  to  the 
substitution  of  Bore  costly  services  such  as  increased  physician 
visits  and  hospitalization  for  drug  therapy.   Another  study 
published  October  10,  1991  in  the  New  Bnaland  Joumffl  gf 
Medtcina  examined  the  effects  of  a  prescription  payment  Unit 
Imposed  on  New  Haa^ahire's  Medicaid  recipients.   They  found  that 
the  paynent  cap  led  to  a  doubling  of  nursing  hoae  adadssions  for 
elderly  patients  during  the  time  the  oap  was  in  effect.   Such 
studies,  2l1  though  suggesting  that  drug  coats  per  se  oan  be 
reduced  by  fomalaries,  nevertheless,  they  can  also  result  in 
producing  greater  utilization  of  mora  costly  services  and 
therefore  more  Medicaid  expenses  in  the  long  run. 

There  are  nuaerous  examples  in  which  the  treating  physician 
at  the  bedside  needs  to  know  that  there  are  often  iiBiwrtant 
differences  asong  several  drugs  of  a  single  class.   For  exanple, 
the  calcium  charmel  blookers  are  widely  used  to  treat 
hypertension  and  angina  pectoris,  but  there  are  critical 
differences  among  many  of  them,  e.g.,  verapamil  tends  to  depress 
several  cardiac  fuoctlons  and  it  also  elevates  digoxin  levels 
when  the  two  drugs  are  used  concurrently.   Another  popular 
calcium  channel  blocker,  nifedipine,  lacks  these  depressant 
effects  on  the  heart  and  has  special  advantages  over  verapamil 
in  many  patients.   The  least  expensive  beta  blocker  is  probably 
propranolol  (Inderal),  but  the  most  prescribed  beta  blocker  in 
the  U.S.  was  the  sixth  one  marketed,  atenolol  (Tenormin).   Its 
popularity  is  due  to  a  mora  specific  action  and  fewer  side 
effects  than  propranolol.   It  is  obvious  that  optimal  patient 
care  could  not  be  provided  if  a  single  calcium  channel  blocker 
or  single  beta  blocker  were  on  a  drug  formulary  selected  because 
of  being  the  least  expensive.   One  might  state  that  the 
provision  of  obtaining  "prior  authorization"  should  solve  such 
problems,  but  the  fact  is  getting  permission  to  use  a  drug  not 
on  the  original  formulary  may  take  weeks  or  months  or  even 
years.   State  administrators  select  the  members  of  drug 
formulary  committees  often  on  the  basis  of  their  inclination  for 
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restricting  drug  cost.   That  is  why,  according  to  a  1990  Gallop 
Poll,  more  than  three  of  four  physicians  believe  that  such  prior 
authorization  programs  negativ«ly  affect  the  quality  of  patient 
care  and  actually  cost  more  in  the  long  run. 

Hospital  formularies,  HMO's,  and  other  managed  care  group 
formularies  are  developed  by  doctors  and  pharmacists  practicing 
and  treating  individual  patients  within  the  system,  not  by 
adminlstratore  in  some  state  oapitol  who  does  not  know  and 
likely  has  never  seen  patients  who  nay  need  the  drugs  he  or  she 
is  restricting. 

What  about  the  problem  of  some  doctors  always  prescribing 
the  more  expensive  drug  when  cheaper  ones  may  have  worked 
equally  well.   Indeed,  there  are  some  who  prescribe  unnecessary 
or  even  incorrect  drugs.   However,  we  believe  that  DUR  and 
continuing  medical  education  which  principles  have  been 
developed  by  the  AHA  and  the  PMA  and  are  also  used  by  HCFA  and 
state  phamiacists  as  well  medical  societies  represent  the  best 
route  to  correct  suoh  abuses. 

CAK  THB  ASCPT  ENDORSE  MEDICAID  DRUG  PORMULAHIES  FOR  STATES? 
The  answer  is  "ves"  but  with  several  provisos: 

1 .  Wa  believe  the  key  element  would  be  the  development  of 
therapeutic  committees  independent  of  state 
administrators. 

2.  While  being  deeply  concerned  about  drug  costs,  they 
would  be  primarily  concerned  with  getting  the  best  drug 
to  an  individual  patient. 

3.  The  chairpersons  of  these  committees  should  be 
clinically  oriented  physicians  or  pharmacists  who  have 
experience  in  attending  sick  people.   Such  individuals 
vinderstand  the  importance  of  pharmacokinetic  and 
phamacodynamic  prlnr^'lplea.   Sh*y  appreciate  tliaL  iiu 
drug  is  effective  in  all  patients  with  a  single 
disease,  and  that  no  drug  is  completely  free  of  side 
effects.   They  understand  that  all  drug  interactions 
are  not  harmful  and  indeed  may  be  helpful. 

4.  Written  standards  for  men^ership  or  leadership  of 
therapeutic  ccomiittees  ought  to  be  established. 
(Perhaps  the  Medicaid  Fonmilary  ought  to  be  identical 
with  a  proadnant  State  University  Hospital?) 
Composition  of  the  committees  ought  to  be  appropriate 
for  the  complexity  of  care  in  hospital  settings,  HMO's, 
and  managed  care  groups  and  various  regions  of  the 
country  must  be  considered. 

5.  Formularies  must  not  be  overly  restrictive. 

6.  Access  to  other  non-formulary  drugs  should  be  available 
within  2-3  days,  when  agreed  upon  with  the  committee 
secretary  or  chairperson  or  their  delegate. 
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In  conolusion,    th«  Aa«rican  Society  for  Clinical 
Ph&macology  and  Therap«utica  whoa*  ov*r  2,000  aambara  are 
lnd«*d   'drug  axparts-  ylll  b*  haopv  to  partioioata  in  dayeloplna 
Quldellnea  for  tha  aBtabliahaant  of  ifadlriaidMd  othr  forawlarv 
SaraniUifiMf    i'  rwcpieatad.     Finally,  wa  thank  your  CoaiBlttea  for 
having  invitad  aa  to  attend  and  partioipata  in  yonr 
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Mr.  Towns.  You  said,  I  think  for  1987,  that  the  overall  amount 
spent  in  terms  of  pharmaceuticals  is  6.7  percent? 

Dr.  McMahon.  I  said,  approximately  6  percent. 

Mr.  Towns.  Approximately  6  percent.  So  I  guess  now,  we  could 
very  safely  say,  maybe  7  percent? 

Dr.  McMahon.  Yes,  I  think  it  is  about  that. 

Mr.  Towns.  Well,  you  know,  I  think  this  whole  thing  came  about 
because  of  costs.  They  have  been  trying  to  cut  costs.  And  then 
when  I  hear  about  all  the  800-numbers,  and  people  answering 
those  phones.  I  am  not  sure  how  much  we  are  really  saving.  But 
you  know  what  they  say  in  my  neighborhood  back  in  Bedford 
Stuyvesant  in  Brooklyn,  it  appears  that  we  are  hustling  back- 
wards. [Laughter.] 

That  is — we  are  not  really  doing  a  whole  lot  of  saving.  And,  plus, 
this  is  not  really  the  problem  with  only  7  percent  of  the  $862  bil- 
lion being  spent  on  drugs.  I  don't  know  where  we  are  trying  to  go 
here.  Then  when  I  listen  to  the  testimony  of  Mrs.  Georges,  and,  of 
course.  Dr.  Long^ire  in  reference  to  some  of  the  problems  that 
have  occurred  as  a  result  of  this.  One  would  have  to  wonder  where 
we  are  going. 

I  do  not  have  any  questions,  but  I  sure  have,  as  you  can  see, 
some  serious  kinds  of  comments  about  it.  And  your  testimony  was 
really,  I  think,  very  powerful,  all  of  you. 

Let  me  yield  now  to  the  ranking  member,  Mr.  Schifif. 

Mr.  SCHIFF.  Thank  you,  Mr.  Chairman. 

I  will  share  your  word  that  the  testimony  was  powerful  here 
today.  We  are  hearing  from  people  who  deal  with  the  frustrating 
problem  of  trying  to  provide  medical  treatment  to  the  poor,  day-in, 
and  day-out.  You  know,  after  this  hearing,  they  are  going  to  go 
back  to  doing  that  and  we  are  going  to  go  on  to  our  other  work. 

I  cannot  help  but  focus,  however,  on  the  very  problem  of  poverty. 
We  do  not  have  the  time  to  go  into  such  a  complex  and  difficult 
problem  during  this  hearing,  but  I  will  use  my  time  on  just  one 
matter. 

Dr.  Longmire,  since  you  brought  up  Joshua  and  his  family,  and 
you  said  that  his  parents  were  poor.  I  don't  ask  you  to  identify 
them  personally  any  further,  but  since  you  gave  them  as  an  illus- 
tration, let  me  just  ask  a  question  or  two. 

Are  his  parents  employed? 

Dr.  Longmire.  His  mother  is,  she  is  a  single  parent.  His  father 
was  lost  at  sea,  was  a  merchant  seaman  and  had  not  been  in  the 
service  long  enough  to  receive  any  benefits.  So  she  has  two  other 
children  besides  Joshua,  and  she  is  a  single  mother  of  three. 

Mr.  ScHiFF.  I  see,  and  he  was  not  covered  in  any  kind  of  life  in- 
surance benefit? 

Dr.  Longmire.  No,  sir. 

Mr.  SCHIFF.  OK,  what  about  social  security  benefit,  if  you  know? 

Dr.  Longmire.  There  are  none,  sir. 

Mr.  ScHlFF.  There  are  none  in  this  case. 

Dr.  Longmire.  And  this  young  man,  the  oldest  of  the  three  chil- 
dren is  blind  and  goes  away  to  State  school.  The  State  is  carrying 
a  big  burden  with  that. 
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Mr,  SCHIFF.  And  if  you  happen  to  know,  how  much  education 
does  his  mother  have,  now  that  she  is  the  single  parent  responsible 
for  these  children? 

Dr.  LoNGMiRE.  She  finished  highschool,  sir,  but  has  worked  all 
of  her  life. 

Mr.  ScHiFF.  So  this  is  probably  about  the  worst  set  of  combina- 
tion of  circumstances  you  could  possibly  put  together.  I  am  sure 
there  is  others,  but 

Dr.  LoNGMiRE.  Joshua  just  happened  to  be  the  fellow  that  came 
to  my  office  before  I  left  to  come  here,  sir, 

Mr.  SCHIFF,  I  understand,  sir. 

Dr.  LONGMIRE.  And  God  dropped  him  in  my  lap  and  I  thought 
I  don't  know  of  any  way  that  I  can  help  you  all  understand  better 
than  if  vou  do  not  want  your  child  to  have  those  second-class 
drugs,  please  do  not  ask  me  to  force  it  on  some  of  my  patients,  I 
truly  do  love  my  patients,  and  I  do  not  want  to  be  forced  by  regula- 
tions to  give  them  second-class  medicine, 

Mr,  ScHiFF,  On  the  same  subject,  would  vou  not  have  patients 
who  are  not  on  Medicaid  who  may  not  be  able  to  afford  the  first- 
class  drugs  also?  Does  that  not  happen  in  your  practice? 

Dr,  LONGMIRE,  Some,  yes,  sir. 

Mr,  SCHIFF,  Not  as  much, 

Dr,  LoNGMiRE.  But  they  also  can  come  mow  my  lawn  and  fortu- 
nately the  pharmaceutical  companies  still  do  give  samples  of  those 
good,  new  drugs,  and  many  times  that  is  the  way  and  many  of  the 
indigent  are  poor  folks  or  those  who  did  not  quite  finish  college  or 
high  school  even. 

I  teach  in  two  different  medical  schools,  have  residents  and  stu- 
dents with  me  most  of  the  time,  and  these  people  end  up  coming 
to  mv  office  three  times  a  week,  not  because  I  do  not  trust  them 
to  take  the  medicine,  but  I  grew  up  on  the  other  side  of  the  tracks 
and  I  remember  that  mama  used  to  say,  you  take  this  medicine 
until  now,  and  we  will  save  it  until  later,  take  half  of  it.  So  these 
folks  come  to  my  office,  and  I  dole  it  out  3  days  at  a  time,  so  that 
I  can,  I  want  to  see  if  it  is  working. 

Grod  knows  the  truth,  I  am  trying  to  be  sure  they  are  going  to 
take  it,  instead  of  trying  to  rat-hole  some  for  the  next  time  tney 
get  sick. 

Mr,  SCHIFF,  Well,  I  want  to  thank  you  for  your  additional  testi- 
mony because  you  have  also  illustrated — as  you  say,  the  family  just 
happened  to  come  in  yesterday — how  complex  the  overall  situation 
is,  too,  that  we  have  to  deal  with.  This  fits  in  as  one  part. 

I  thank  you  again  for  your  testimony. 

I  yield  back. 

Mr.  Towns.  Thank  you,  very  much. 

Mr.  Barrett. 

Mr.  Barrett.  Thank  you,  Mr.  Chairman.  I  appreciate  the  power- 
ful testimony  as  well.  I  may  sound  like  the  "Doubting  Thomas" 
here,  so  that  you  will  have  to  excuse  me,  if  I  do.  I  am  a  new  Mem- 
ber of  Congress  and  I  have  what  I  call  a  parade  of  people  coming 
through  my  office  talking  about  issues  affecting  our  country. 

And  the  industry  which  is  by  far  the  most  represented  in  the 
trips  through  my  office  is  the  health  care  industry.  And,  to  a  per- 
son, there  is  unanimous  agreement  among  those  health  care  pro- 
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viders  that  we  need  major  reform  in  our  health  care  system.  And, 
to  a  person,  there  is  unanimous  agreement  that  that  portion  of  the 
profession  that  they  represent  is  not  part  of  the  problem. 

I  see  that  as  part  of  the  big  picture  problem.  I  say  that  because 
I  have  heard  the  figures  that  pharmaceutical  drugs  only  represent 
6  to  7  percent  of  the  health  care  dollar.  I  talk  to  technology  manu- 
facturers that  say,  technology  manufacturers  are  only  1  to  2  per- 
cent of  the  health  care  dollar. 

I  have  heard  physicians  talk  about  the  long  hours  that  they  work 
and  that  they  are  not  overcompen sated.  No  one,  I  am  afraid,  is  part 
of  the  problem. 

At  the  same  time,  I  look  at  our  spending  this  year.  We  will  spend 
$295  bilHon  this  year  on  interest  on  the  debt.  We  will  spend  $146 
billion  this  year  on  Medicare.  We  will  spend  $80  billion  this  year 
on  Medicaid;  that  is  $521  billion. 

We  will  collect,  as  a  government,  $515  billion  in  personal  income 
taxes  from  all  Americans.  So  that  is  it.  The  money  is  gone. 

I  look  at  the  pharmaceutical  issue  and  I — Ms.  George,  I  certainly 
agree  with  what  you  are  saying,  that  we  should  not  have  a  two- 
tier  health  care  system — I  look  at  this  problem  and  maybe  I  am 
missing  the  boat,  so  you  can  correct  me  if  I  am,  but  as  I  analyze 
the  real  world  situation,  I  have  this  vision  of  pharmaceutical  com- 
panies spending  millions  more  on  promotion  of  drugs,  than  on  re- 
search and  development. 

And  that  is  going  to  cause  physicians,  if  I  were  a  physician,  to 
really  go  for  some  of  the  drugs  that  have  been  promoted  by  good 
salesmen  and  good  saleswomen.  Because  I  do  not  have  an  interest 
in  controlling  the  cost,  because  someone  else  is  paying  for  it. 

How  do  we  deal  with  that  end  of  the  problem? 

Ms.  Georges.  Well,  I  think  you  are  making  some  assumptions 
that  I  do  not  think  are  valid.  I  think  that  you  are  talking  about 
information  being  placed  before  people  who  should  be  able  to  make 
some  very  intelligent  and  educated  decisions. 

I  do  not  order  prescriptions  and  the  practitioners  who  do,  I  think 
we  should  trust  each  other,  as  we  trust  the  management  of  our 
government  in  the  hands  of  our  elected  officials.  And  we  attempt 
not  to  second-guess  you,  but  we  assume  that  you  come  with  knowl- 
edge and  skills  and  that  you  are  bombarded  by  a  lot  of  things  that 
happen  on  a  daily  basis,  but  we,  at  least,  look  for  you  to  make 
those  kinds  of  decisions. 

I  think  that  we  do,  as  a  public,  also  want  our  well-educated  phy- 
sicians and  other  health  practitioners  to  make  decisions  based  on 
data.  I  would  think  that  many  physicians,  I  know  mine  does — she 
happens  to  be  a  very  good  friend  of  mine—but  she  orders  the  medi- 
cation that  she  knows  works  best  for  me  whether  or  not  pharma- 
ceutical company  X,  Y,  Z  may  have  sent  her  10  pieces  of  informa- 
tion. 

What  she  is  doing  is  looking  at  how  my  body  responds,  what  my 
signs  and  symptoms  are,  and  what  is  needed.  And  she  knows  I 
have  a  choice.  See,  I  make  the  decision  about  whether  or  not  I  go 
and  purchase  the  generic  or  the  trade-name  drug.  That  is  the 
American  way. 

I  make  that  decision.  The  Medicaid  patient  has  no  decisionmak- 
ing power  in  this  whole  situation.  That  is  the  classism.  That  is  the 
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two-tiered  system.  Somebody  else  makes  a  decision  for  us.  You 
know,  my  cousins  live  in  South  Africa.  Lots  of  folks  make  decisions 
for  them.  They  do  not  like  it.  They  feel  they  are  intelligent  and 
well-educated,  and  it  is  the  same — I  see  little  difference.  When  you 
think  of  people,  because  I  am  paying  for  it,  I  am  going  to  tell  you 
what  to  cfo;  that  is  wrong. 

If  we  are  going  to  do  it,  everybody — listen  let  me  tell  you — if  this 
is  so  good,  then  every  American  should  have  it.  If  it  is  so  good, 
every  American  should  be  placed  on  a  restricted  formulary,  ifit  is 
that  good. 

It  is  the  same  with  health  care.  If  the  kind  of  health  care  you 
are  giving  us  in  Newton,  people  are  receiving  in  the  ghettos,  and 
in  the  urban  areas  of  New  York  City,  is  good  because  they  are  poor, 
then  every  American  should  get  it.  That  is  the  position  I  have. 

Mr.  Barrett.  I  do  not  disagree  with  that,  but  why  do  I  infer  that 
the  pharmaceutical  companies  are  spending  millions  of  dollars  on 
promotion?  And  that  there  is  a  reason  for  that, 

Mr.  Towns.  I  am  going  to  loan  you  a  minute  of  my  time. 

Mr.  Barrett.  Thank  you,  Mr.  Chairman.  I  would  rather  owe  it 
to  you  than  cheat  you  out  of  it.  [Laughter.] 

Dr.  McMahon.  In  my  experience  with  drugs  and  studying  drugs 
and  man,  and  I  am  a  physician,  a  drug  would  not  sell  if  it  did  not 
have  the  horsepower.  I  think  companies  have  a  right,  as  any  Amer- 
ican discoverer  would  have,  of  promoting  what  they  make.  If  it  is 
a  lousy  drug,  it  will  never  sell  very  long  and  it  will  not  be  promoted 
very  long.  The  market  sorts  that  out. 

I  think  it  is  un-American  to  say  to  pharmaceutical  companies  you 
must  not  advertise  and  you  must  not  have  drug  salesmen.  Believe 
me  they  do  a  lot  of  educating  of  doctors.  And  a  drug  would  not  be 
maintained  profitably  in  the  market  if  it  was  not  of  benefit  to  a  lot 
of  people. 

Mr.  Barrett.  Very  briefly,  and  I  know  my  time  is  up.  Again,  I 
do  not  disagree  with  the  American  way.  I  do  not  disagree  with,  you 
should  trust  us.  Trust  me,  trust  me. 

Mr.  Towns.  I  am  happy  to  hear  that.  [Laughter.] 

Mr,  Barrett.  Trust  me,  this  system  is  breaking  down.  And  we 
can  be  polite  and  we  can  talk  about  well,  this  is  just  a  little  part 
of  the  puzzle,  this  is  a  little  part  of  the  puzzle,  I  represent  a  district 
that  has  37  percent  African-Americans,  and  I  care  deeply  about 
health  care;  I  do  not  want  a  two-class  system. 

At  the  same  time,  half  the  projected  growth  in  the  deficit  in  the 
next  4  years  is  health  care.  We  cannot  ignore  that.  So,  if  this  is 
a  problem,  we  can  deal  with  it,  but  I  think  people  are  making  a 
mistake  if  they  think  it  is  going  to  be  business  as  usual. 

Mr.  Towns.  OK,  thank  you,  very  much, 

Mr,  Mica, 

Mr,  Mica,  Thank  you,  Mr.  Chairman. 

I  had  asked  the  gentleman  from  Florida,  Mr.  Wells,  I  guess  it 
was  who  was  on  the  previous  panel,  if  they  let  the  cost  per  Medic- 
aid patient  was  served  in  Florida  was,  and  I  guess  it  is  simple 
point  of  dividing  1.2  million  into  $7  billion.  But  the  staff  gave  me 
the  right  figure  of  $5,833  approximately. 

If  we  are  spending  that  much  money  and  people  are  denied  a 
choice,  would  it  not  make  much  more  sense  or  even  if  we  are 
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spending  a  couple  of  thousand  dollars  per  patient  to  allow  these 
folks  to  sign  up  with  an  independent  insurer,  an  HMO  or  some- 
thing in  the  private  sector  where  you  could  have  some  competition, 
where  vou  could  have  some  choice? 

Would  that  not  help  resolve  some  of  this  problem? 

Anybody  can  respond. 

Dr.  ViSTE.  Well,  I  think  that  is  happening  in  some  areas  where 
Medicaid  populations  are  going  into  HMOs. 

Mr.  Mica.  Do  you  recommend  that?  I  mean  is  that 

Ms.  Georges.  In  New  York  State,  by  1995,  50  percent  of  the  peo- 
ple on  Medicaid  will  be  in  a  managed  care  program.  However,  in 
talking  with  the  HRA  Commissioner  yesterday  m  New  York  City, 
even  though  people  thought  that  she  was  against  it,  that  was  not 
her  position.  You  know,  it  was  that  these  people  needed  to  have 
gone  into  a  medical  care  system  but  they  made  those  decisions. 
Those  people  have  voluntarily  gone  in,  many  of  them,  and  they  are 
over  what  the  estimated  numbers,  you  know,  have  been  nroiected 
for  1993.  •' 

So  people  are  moving  to  it. 

Mr.  Mica.  Like  that? 

Ms.  Georges.  Listen,  I  want  to  tell  you  something.  If  all  poor 
folks  go  into  the  same  Medicaid  managed  care,  and  nothing 
changes,  there  has  been  no  paradigm  shifting  in  care  giving,  it  is 
business  as  usual. 

Now,  we  have  to  talk  about  whether— and  this  is  not  the  discus- 
sion for  it;  we  need  another  forum  to  talk  about  the  way  care  is 
delivered,  and  the  way  things  are  put  together. 

Mr.  Mica.  But  do  you  think  that  it  will  help  resolve  the  problem 
of 

Ms.  Georges  [continuing].  Of  prescriptions? 

Mr.  Mica.  Yes. 

Ms.  Georges.  I  do  not  know.  I  have  not  seen  any  data  yet. 

Mr.  Mica.  Sir?  ^ 

Dr.  Longmire.  I  am  Warren  Longmire,  and  I  was  the  medical  di- 
rector for  an  HMO,  a  national  HMO  in  Houston  for  3V2  years.  I  de- 
cided that  God  gave  me  the  right  to  be  a  patient  advocate,  not  sit 
up  there  and  try  to  pound  down  good  doctors.  I  have  to  tell  you 
when  these  people  come  into  a  managed  care  system,  it  is  well  doc- 
umented, even  in  my  own  practice — patients  I  have  cared  for,  I 
have  delivered  their  mother,  and  them — and  when  they  got  into 
these  managed  systems,  they  utilized  the  system  10  times  as  much 
for  the  first  8  months. 

They  came  demanding  specialists  and  referrals  and  all  of  these 
things  because  their  system  said  they  should  get  it.  How  did  I  get 
to  be  so  dumb  if  I  cared  for  them  all  this  other  time  and  suddenly 
now  they  come  in  and  they  want  all  these  things? 

I  have  to  tell  you,  when  they  come  in  and  they  want  Retin-A  be- 
cause they  know  it  is  going  to  take  out  their  pock  marks,  that  is 
a  pretty  expensive  drug,  and  most  of  the  HMOs  don't  like  us  to  pre- 
scribe it.  But  that  is  what  happens  when  they  get  into  this. 

It  is  kind  of  like  the  proverbial  military  man  in  the  house  of  ill 
repute  with  a  fresh  credit  card.  They  think  it  is  unlimited,  any- 
thing they  want.  [Laughter.] 

I  am  sorry,  but  that  drives  the  cost  up. 
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Mr.  Mica.  I  thought  he  was  describing  Congress  here. 

Dr.  Longmire.  I  do  not  believe  that  we  are  going  to  be  able  to 
take  all  these  folks  into  a  managed  care  system  and  promise  them 
everything  and  see  the  cost  come  down.  Prescriptions  are  a  small 
piece  of  the  cost  of  medical  care.  The  referrals,  the  constant  going 
back  to  the  hospital,  the  repeated  misuse  of  the  emergency  room. 

Utilizing  the  emergency  room  for  a  point  of  entry  to  the  health- 
care system  is  extremely  expensive  and  denigrating  to  the  patient 
who  has  to  do  it,  sitting  and  waiting  for  12  hours  to  find  out  that 
your  splinter  really  did  not  constitute  an  emergency,  so  you  get  to 
go  to  the  clinic  the  day  after  tomorrow  to  get  your  splinter  out,  but 
you  sat  12  hours  waiting  for  somebody. 

Mr.  Mica.  Thank  vou. 

Mr.  Towns.  Thank  you  veiy  much.  Let  me  thank  you  all  for  your 
testimony;  it  was  very  powernil.  Thank  you  very  much. 

Mr.  Blissenbach,  Mr.  Burruss,  and  Mr.  Henley.  Why  don't  we 
beg^n  with  you,  Mr.  Blissenbach. 

STATEMENT  OF  HENRY  F.  BLISSENBACH,  PRESmENT,  DIVER- 
SHiTED  PHARMACEUTICAL  SERVICES,  A  DIVISION  OF  UNIT- 
ED HEALTHCARE  CORP.,  AND  CHAIRMAN,  PHARMACY  SUB- 
COMMITTEE, GROUP  HEALTH  ASSOCIATION  OF  AMERICA, 
INC. 

Mr.  Blissenbach.  Thank  you.  Good  morning,  Mr.  Chairman, 
members  of  the  subcommittee.  My  name  is  Henry  Blissenbach.  I 
am  a  pharmacist  and  president  of  Diversified  Pharmaceutical  Serv- 
ices, a  subsidiary  of  United  HealthCare  Corp.,  a  multistate  man- 
aged health  care  company  headquartered  in  Minneapolis.  United 
HealthCare  owns  and  operates  20  HMOs  with  a  total  enrollment 
of  1.8  million  individuals  in  16  States. 

As  a  pharmacy  management  company,  we  not  only  manage  phar- 
macy benefits  for  United  HealthCare,  but  contract  with  30,000 
pharmacies,  96  HMOs,  35  employer  groups,  11  Blue  Cross/Blue 
Shield  plans,  to  provide  pharmaceutical  services  to  some  11  million 
individuals  in  35  States. 

I  am  also  chairman  of  the  GHAA's  pharmacy  subcommittee  and 
appear  today  on  behalf  of  GHAA,  the  trade  association  for  HMOs, 
whose  member  organizations  serve  approximately  40  million  indi- 
viduals nationwide.  I've  been  asked  today  to  explain  the  HMO 
pharmacy  management  systems,  particularly  as  they  relate  to  drug 
formularies. 

As  you  know,  pharmacy  issues  have  been  highly  publicized  in  re- 
cent months  as  part  of  the  gprowing  debate  over  health  care  reform 
and  cost  containment.  Businesses,  insurers,  Federal  and  State  em- 
ployee gp'oups,  and  veterans  are  already  benefiting  from 
formularies  used  in  managed  care  pharmacy  to  get  better  value  for 
each  pharmacy  dollar  spent. 

HMOs  have  been  among  the  leaders  in  the  Nation  in  successfully 
integrating  the  concepts  of  quality,  cost  effectiveness,  and  competi- 
tion in  the  pharmaceutical  marketplace.  By  effectively  managing 
pharmacy  costs,  HMOs  have  been  able  to  provide  comprehensive 
pharmaceutical  benefits  to  their  enrollees  at  a  more  affordable 
price. 
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Let  me  specifically  speak  to  the  quality  of  care  issue  in  the  drug 
formulary.  I  think  it  is  important  to  know  that  HMOs  use,  as  a 
quality  control  mechanism  for  their  drug  formularies,  what  is 
called  a  pharmacy  and  therapeutics  committee.  This  P&T  commit- 
tee, as  it  is  called,  is  an  organized  panel  of  physicians  from  varying 
practice  specialties  who  function  as  an  advisory  panel  to  the  HMO 
regarding  the  safe  and  effective  use  of  prescription  drug  medica- 
tions. 

Normally,  there  is  at  least  one  clinical  pharmacist  participating 
with  this  P&T  committee,  who  then  provides  the  committee  with 
unbiased  clinical  study  literature  and  information  necessary  to  sup- 
port the  decisions  regarding  clinical  and  therapeutic  outcomes. 

Now,  the  drug  formulary  itself  One  function  that  the  P&T  com- 
mittee has  is  to  develop,  to  manage,  and  to  administer  a  prescrip- 
tion drug  formulary.  Although  drug  formularies  receive  a  great 
deal  of  attention  as  possible  cost  containment  devices,  we  think 
they  also  serve  as  quality  control  devices. 

As  you  know,  a  drug  formulary  is  a  listing  of  prescription  medi- 
cations which  are  approved  for  use  for  a  specific  treatment  and  are 
covered  by  the  plan.  Our  formularies  include  all  clinically  appro- 
priate therapies  for  conditions  determined  to  be  medically  nec- 
essary to  treat.  Every  therapeutic  class  of  drugs  is  represented 
with  at  least  one  drug  on  our  formulary. 

We  have  operated  with  a  drug  formulary  program  for  our  man- 
aged care  business  since  1984.  Not  only  does  this  formulary  direct 
prescribers  to  the  most  cost-effective  medication,  but  it  actually  en- 
hances quality  of  care  by  assuring  drug-by-drug  review  by  the  P&T 
committee  of  all  medications.  We  firmly  believe  our  health  plan 
members'  care  is  better  because  of  the  drug  formulary. 

Drug  formularies  are  based  on  the  concept  of  therapeutic  equiva- 
lency. Many  therapeutic  classes  of  drugs,  such  as  antibiotics  and 
others,  include  the  choice  of  several  "clinically  similar"  medications. 
In  these  situations,  a  P&T  committee  may  determine  that  several 
or  all  medications  in  that  class  of  drugs  are  therapeutically  equiva- 
lent and,  therefore,  interchangeable. 

The  decision  to  include  a  drug  on  a  formulary,  where  several 
drugs  are  considered  to  be  therapeutically  equivalent,  may  depend 
on  comparative  costs.  This,  as  you  can  imagine,  encourages  com- 
petition among  the  manufacturers  of  the  different  drugs,  allowing 
us  to  negotiate  with  drug  companies  in  a  competitive  environment 
for  market  share.  This  competition  brings  the  costs  down. 

By  using  the  systems  I  have  just  talked  about,  HMOs  have  been 
able  to  guide  usage  toward  the  best  quality  of  drugs  and  offer  them 
at  the  lowest  price  available.  The  guidance  toward  selected  drugs 
in  turn,  enables  the  HMO  to  negotiate  discounts  based  on  a  guar- 
anteed volume  purchase  of  certain  drugs  from  a  manufacturer. 

In  conclusion,  HMOs  are  recognized  as  leaders  in  the  Nation  in 
successfully  integrating  the  concepts  of  quality,  cost  effectiveness, 
and  competition  in  the  pharmaceutical  market.  We  have  done  this 
by  careful  use  of  a  formulary  system  to  help  assure  appropriate 
and  effective  drug  use,  and  a  program  of  encouraging  competition 
through  contracting  with  pharmaceutical  manufacturers  to  get  the 
best  possible  prices  in  return  for  increased  market  share  or  volume. 
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We  feel  that  a  fundamental  component  of  future  health  care  re- 
form proposals  needs  to  address  quality  as  well  as  cost. 

Let  me  just  finish  by  saying  that  I  have  brought  a  copy  of  the 
drug  formulary  that  I  will  provide,  so  the  subcommittee  can  take 
a  look  at  it  and  note  the  varying  drugs,  and  that  there  is  no  thera- 
peutic class  that  is  omitted,  nor  is  there  any  that  has  just  one  drug 
as  choice. 

Thank  you. 

[The  prepared  statement  of  Mr.  Blissenbach  follows:] 
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Good  morning  Mr.  Chairman  and  members  of  the  Subcommittee,  my  name  is 
Henry  BUssenbach.  I  am  President  of  Diversified  Pharmaceutical  Services, 
Inc.  (DPS),  a  subsidiary  of  United  HealthCare  Corporation,  a  multi-state 
HMO  headquartered  in  Minneapolis,  Minnesota.  United  HealthCare  owns 
and  operates  20  HMOs  with  a  total  enrollment  of  1.8  million  individuals  in  16 
states. 

As  a  pharmacy  management  company,  DPS  not  only  manages  pharmacy 
benefits  for  United  HealthCare,  but  we  also  contract  with  30,000  pharmacies, 
96  HMOs,  35  employer  groups  and  11  Blue  Cross/Blue  Shield  plans  to  provide 
pharmaceutical  services  to  some  11  million  individuals  in  35  states. 

I  am  also  the  Chairman  of  the  GHAA  Pharmacy  Subcommittee  and  appear 
today  on  behalf  of  GHAA,  the  oldest  and  largest  trade  association  for  HMOs, 
whose  member  organizations  serve  approximately  40  million  individuals 
nationwide. 

I  have  been  asked  here  today  to  explain  HMO  pharmacy  management 
systems. 

As  you  know,  pharmacy  issues  have  been  highly  publicized  in  recent  months 
as  part  of  the  growing  debate  over  health  care  reform  and  cost  containment. 
Businesses,  insurers,  federal  and  state  employee  groups,  and  veterans  are 
already  benefiting  from  formularies  used  in  managed  care  pharmacy  to  get 
better  value  for  each  pharmacy  dollar  spent. 

HMOs  have  been  among  the  leaders  in  the  nation  in  successfully 
integrating  the  concepts  of  quality,  cost  efficiency  and  competition  in  the 
pharmaceutical  market. 
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By  effectively  managing  pharmacy  costs,  HMOs  are  able  to  provide 
comprehensive  pharmaceutical  benefits  to  their  enrollees  at  a  more  affordable 
price. 

For  example,  in  1992,  97%  of  HMO's  best  selling  products  included 
prescription  drug  coverage  -  usually  with  a  nominal  copayment  of  $3-$5  per 
prescription  and  no  deductible  (92%).  In  addition,  HMO  premiums  are 
generally  lower  than  indemnity  insurance  products. 

For  these  reasons,  HMOs  have  developed  systems  different  from  traditional 
pharmacy  purchasing  arrangements  so  that  HMOs  are  better  able  to: 

o         manage  the  delivery  of  care, 


o        integrate  the  concepts  of  quality  and  cost  efficiency,  and 

o         use  various  techniques  in  an  attempt  to  stimulate  competition  in  the 
pharmaceutical  market. 


Through  these  techniques  DPS  has  been  able  to  contain  pharmacy  increases 
below  the  actual  average  by  decreasing  the  ingredient  costs.  Through  use  of 
generics,  discounted  drug  stores,  drug  formularies  and  rebate  programs,  these 
savings  in  some  cases  have  been  as  much  as  35  to  40  percent. 

I  will  now  highlight  some  of  the  major  components  of  the  more  effective  HMO 
drug  management  programs. 
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First,  HMOs  assure  quality  through  a  Pharmacy  and  Therapeutics  (P&T) 
committee.  The  P&T  committee  is  an  organized  panel  of  physicians  from 
varying  practice  specialties  who  function  as  an  advisory  panel  to  the  HMO 
regarding  the  safe  and  effective  use  of  prescription  drug  medications. 
Normally,  at  least  one  clinical  pharmacist  participates  on  the  P&T  committee 
and  provides  other  committee  members  with  xinbiased,  controlled  clinical 
study  Uterature  and  information  necessary  to  support  decisions  regarding 
clinical  and  therapeutic  concerns. 

Next  is  the  drug  formulary.  One  ftinction  of  the  P&T  committee  is  to  develop, 
manage  and  administer  a  prescription  drug  formulary.  While  formularies 
have  received  a  great  deal  of  attention  as  possible  cost  containment  devices, 
they  can  also  serve  as  quality  control  devices.  Let  me  explain. 

A  formulary  is  a  listing  of  prescription  medications  which  are  approved  for 
use  for  a  specific  treatment  and/or  covered  by  the  plan.  Formularies  include 
all  clinically  appropriate  therapies  for  conditions  determined  to  be  medically 
necessary  to  treat.   Every  therapeutic  class  of  drugs  (i.e.;  ulcer  drugs) 
is  represented  with  at  least  one  drug. 

DPS  has  operated  with  a  drug  formulary  program  for  its  managed  care 
business  since  1984.  Not  only  does  this  formulary  direct  prescribers  to  the 
most  cost  effective  medication,  but  it  actually  enhances  quality  of  care  by 
assuring  drug-by-drug  review  by  the  P&T  committee  of  all  medications.  We 
believe  ovu*  health  plan  members'  care  is  better  because  of  the  drug  fonntilary. 

Drug  formularies  are  based  on  the  concept  of  therapeutic  equivalency.  Many 
therapeutic  classes  of  drugs  such  as  antibiotics  may  include  a 
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choice  of  several  "clinically  similar"  medications.  In  these  situations,  a  P&T 
committee  may  determine  that  several  or  all  medications  in  that  class  of 
drugs  are  therapeutically  equivalent  and  therefore,  interchangeable. 

It  is  at  this  point  that  the  process  of  eliminating  more  expensive  "Me  Too" 
drugs  or  therapeutic  equivalents  with  no  specific  clinical  advantage  proceeds. 

The  decision  to  include  a  drug  on  a  formulary,  where  several  drugs  are 
considered  to  be  therapeutically  equivalent,  may  depend  on  the  comparative 
costs.  This  encourages  competition  among  the  manufacturers  of  the  different 
drugs,  allowing  us  to  negotiate  with  drug  companies  in  a  competitive 
environment  for  market  share.  This  competition  brings  costs  down. 

Another  component  of  pharmacy  management  includes  generic  substitution 
programs. 

After  the  patent  expires  on  a  drug,  a  variety  of  manufacturers  produce 
chemically  identical  drugs  at  significantly  lower  prices.  These  are  commonly 
known  as  generics.   Savings  from  the  use  of  generics  can  be  impressive.  For 
example,  DPS  computes  a  differential  of  almost  $30  per  30-day  prescription 
when  the  average  branded  versus  generic  costs  are  compared. 

By  using  the  systems  I  have  just  talked  about,  HMOs  are  able  to  guide  usage 
toward  the  best  quaUty  drugs  and  offer  them  at  the  lowest  price  available. 
This  guidance  toward  selected  drugs,  in  turn  enables  the  HMO  to  negotiate 
discounts  based  on  a  guaranteed  volvune  purchase  of  certain  drugs  from  a 
manufacturer. 
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In  conclusion,  HMOs  are  recognized  as  leaders  in  the  nation  in  successfully 
integrating  the  concepts  of  quality,  cost  efficiency  and  competition  in  the 
pharmaceutical  market.  We  have  done  this  by  careful  use  of  a  formulary 
system  to  help  assure  appropriate  and  effective  drug  use,  and  a  program  of 
encouraging  competition  through  contracting  with  pharmaceutical 
manufacturers  to  get  the  best  possible  prices  in  rettim  for  increased  market 
share  or  volume. 

We  feel  that  a  fundamental  component  of  future  health  care  reform  proposals 
needs  to  address  quality  as  well  as  cost  and  should  encourage  and  encompass 
many  of  the  components  of  competition  that  are  included  in  HMO  pharmacy 
management  programs. 

Allowing  States  to  develop  appropriate  formularies  that  account  for  quality 
while  enabling  them  to  take  advantage  of  market  share  is  a  step  in  this 
direction.  However,  State  formularies  should  meet  certain  standards  to 
assiire  quaUty  similar  to  private  sector  programs.  Further,  future  systems 
should  recognize  the  need  for  flexibility  in  negotiating  discounts  and 
contracting  with  manufactxirers  and  pharmacies  of  their  choice  if  programs 
are  to  operate  effectively. 

Mr.  Chairman,  I  would  like  to  thank  you  for  the  opportunity  to  testify  here 
today  on  how  HMOs  manage  their  pharmacy  benefits  and  the  use  of  drug 
formularies.  GHAA  would  be  pleased  to  work  with  you  in  the  future  on  this 
issue. 
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Mr.  Towns.  Thank  you  very  much,  Mr.  Blissenbach.  Mr. 
Burruss. 

STATEMENT  OF  ROYCE  BURRUSS,  DIRECTOR  OF  PHARMACY, 
BON  SECOURS-ST.  MARY'S  HOSPITAL  OF  RICHMOND,  VA, 
INC.,  ON  BEHALF  OF  AMERICAN  HEALTHCARE  SYSTEMS 

Mr.  Burruss.  Mr.  Chairman,  members  of  the  subcommittee, 
thank  you  for  inviting  me  to  speak  in  support  of  an  important  and 
dynamic  process — the  drug  formulary.  My  name  is  Royce  Burruss 
and  I  am  the  director  of  pharmacy,  Bon  Secours-St.  Mary's  Hos- 
pital of  Richmond,  VA,  Inc.  Bon  Secours  is  a  Catholic,  nonprofit 
hospital  with  a  specific  mission  to  provide  patient  care  and  health 
care  support  services  to  our  community. 

I  am  appearing  today  on  behalf  of  American  Healthcare  Systems, 
the  Nation's  largest  alliance  of  nonprofit  multihospital  systems, 
which  purchases  approximately  $1  billion  worth  of  pharmaceuticals 
each  year  for  1,000  hospitals  in  47  States.  Bon  Secours  has  partici- 
pated in  AmHS  purchasing  programs  since  1985. 

I  have  been  a  pharmacist  with  St.  Mary's  since  the  early  1970's, 
and  have  seen  a  great  many  changes.  The  role  of  formularies  in  the 
health  care  delivery  system  is  important.  They  have  been  around 
historically,  in  Europe,  for  centuries.  They  have  been  with  us  in  the 
United  States  since  the  American  Revolution. 

Let  me  define  for  you  what  I  believe  a  formulary  is.  I  have  not 
heard  that  today,  and  I  think  that  may  be  important. 

The  formulary  is  a  continually  revised  compilation  of  pharma- 
ceuticals that  includes  important  ancillary  information  that  reflects 
the  current  clinical  judgment  of  the  medical  staff.  The  formulary 
system  is  a  method  whereby  the  medical  staff  of  an  organization, 
working  through  the  pharmacy  and  therapeutics  (P&T)  committee, 
evaluates,  appraises,  and  selects  form  among  the  numerous  avail- 
able drug  entities  and  drug  products  those  that  are  considered 
most  useful  in  patient  care.  Only  those  so  selected  are  routinely 
available  from  the  pharmacy. 

The  formulary  system  is  thus  an  important  tool  for  assuring  both 
the  quality  of  drugs  used  and  controlling  their  cost.  The  formulary 
system  provides  for  the  procuring,  prescribing,  dispensing,  and  ad- 
ministering of  drugs  under  either  their  nonproprietary  or  propri- 
etary names — in  instances  where  drugs  have  both  names. 

The  need  for  formularies  in  conjunction  with  the  P&T  committee 
is  increasingly  great  because  of:  No.  1,  the  increasing  number  of 
new  drugs  being  marketed;  No.  2,  the  increasing  influence  of  bi- 
ased advertising  and  unscientific  information — presented  to  both 
the  public  and  the  health  care  professions;  No.  3,  the  increasing 
complexity  of  untoward  effects  of  the  newer  and  more  potent  drugs; 
No.  4,  the  highly  competitive  marketing  and  pricing  strategies  of 
the  pharmaceutical  industry;  No.  5,  the  increased  scarcity  of  fi- 
nancing resources  to  pay  for  health  care  services  and  goods;  No.  6, 
and  the  public's  interest  in  seeing  that  the  health  care  professions 
are  conscientiously  providing  the  best  possible  care  at  the  lowest 
possible  cost,  i.e.,  the  public  expectation  of  safe,  effective  drug  ther- 
apy at  the  lowest  possible  cost  and  in  that  order  of  importance. 

St.  Mary's  hospital,  like  many  other  hospitals,  supports  the  for- 
mulary concept.  We  have  had  one  in  place  for  years.  We  focus  on 
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not  just  safe,  effective,  and  low-cost  drug  therapy  in  that  order,  but 
objective  evaluation,  selection,  and  use  of  drugs  within  the  hospital. 

We  consider  the  formulary  to  be  a  dynamic  process,  constantly 
being  improved  upon,  primarily  through  collaborative  efforts  witn 
the  medical  staff,  the  pharmacists,  the  nurses,  and  management. 
The  formulary  is  particularly  important  now,  because  of:  No.  1,  the 
multiplicity  of  drugs  on  the  market  today  plus  their  frequent 
pharmacotherapeutic  redundancy.  That  means  "Me  too"  or  "copy- 
cat" drugs;  No.  2,  the  often  astounding  and  disappointing  high  cost 
of  drugs,  particularly  for  new  single  source  drugs  which  are  fre- 
quently pressed  onto  the  market  with  much  fanfare  and  ballyhooed 
claims  of  unique  effectiveness;  No.  3,  the  patient  expectations  for 
improving  the  safety,  effectiveness,  and  afTordability  of  drug  treat- 
ments and  therapies;  No.  4,  and  lastly,  the  public's  increasing  in- 
ability to  pay  for  very  expensive  new,  and  occasionally  important, 
drugs. 

On  a  personal  note,  let  me  comment  on  what  I  think  the  impact 
on  just  one  hospital — a  401  bed  acute  care  facility — might  be,  with- 
out a  formulary.  Drug  expense  would  likely  increase  immediately, 
at  approximately  35  percent — ^immediate.  That  timeline  would  be 
over  a  period  of*^  1  year.  That  would  amount  to  an  additional  $1.2 
million  expense  for  St.  Mary's  Hospital.  It  would  also  mean  an  ap- 
proximately tripling  in  drug  storage  facilities. 

Let  me  summarize  by  saying  to  you  that  it  is  important  that 
formularies  have  flexibility  built  into  them  to  accommodate  un- 
usual patient  needs,  rare  diseases,  adverse  reactions.  Organiza- 
tions such  as  St.  Mary's  do  not  deny  therapies  to  patients. 

Thank  you  very  much. 

[The  prepared  statement  of  Mr.  Burruss  follows:] 
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Mr.  Chairman,  members  of  the  Subcommittee,  thank  you  for  inviting 
me  to  speak  in  support  of  an  important  and  dynamic  process:  The 
drug  formulary.  My  name  is  Royce  Burruss  and  I  am  Director  of 
Pharmacy,  Bon  Secours-St.  Mary's  Hospital  of  Richmond,  VA,  Inc. 
(BS-SMH) .  Bon  Secours-St.  Mary's  is  a  Catholic,  non-profit 
hospital  with  a  specific  mission  to  provide  patient  care  and  health 
care  support  services  to  our  community.  I  am  appearing  today  on 
behalf  of  American  Healthcare  Systems,  the  nations's  largest 
alliance  of  non-profit  multi-hospital  systems,  which  purchases 
approximately  $1  billion  worth  of  pharmaceuticals  each  year  for 
1,000  hospitals  in  47  states.  Bon  Secours  has  participated  in  AmHS 
purchasing  programs  since  1985. 

I  have  been  a  pharmacist  with  St.  Mary's  Hospital  since  the  early 
1970 's  and  have  seen  a  great  many  changes  in  the  delivery  of  health 
care  over  the  years.  Today,  when  we  discuss  the  roll  of 
formularies  in  the  delivery  of  health  care,  it  is  important  to  note 
that  formularies  have  existed  for  centuries  in  Europe  and  in  the 
United  States  of  America  since  the  American  Revolution. 
Formularies  have  evolved  over  the  years  to  play  an  increasingly 
important  roll  in  the  delivery  of  safe,  effective  and  economical 
care  for  our  patients. 

"The  formulary  is  a  continually  revised  compilation  of 
pharmaceuticals  that  includes  important  ancillary  information  that 
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reflects  the  current  clinical  judgement  of  the  medical  staff.  The 
formulary  system  is  a  method  whereby  the  medical  staff  of  a 
hospital  or  multi-hospital  system,  working  through  the  pharmacy  and 
therapeutics  (P&T)  committee,  evaluates,  appraises,  and  selects 
from  among  the  numerous  available  drug  entities  and  drug  products 
those  that  are  considered  most  useful  in  patient  care.  Only  those 
so  selected  are  routinely  available  from  the  pharmacy.  The 
formulary  system  is  thus  an  important  tool  for  assuring  both  the 
quality  of  drugs  used,  and  controlling  their  cost.  The  formulary 
system  provides  for  the  procuring,  prescribing,  dispensing,  and 
administering  of  drugs  under  either  their  nonproprietary,  or 
proprietary  names  -  in  instances  where  drugs  have  both  names." 

The  need  for  formularies  in  conjunction  with  pharmacy  & 
therapeutics  committee  (P&T)  is  increasingly  great  because  of: 

The  increasing  number  of  new  drugs  being  marketed; 

The  increasing  influence  of  biased  advertising  and 
unscientific  information  (presented  to  both  the  public  and  the 
health  care  professions) ; 

The  increasing  complexity  of  untoward  effects  of  the 
newer  more  potent  drugs; 

The  highly  competitive  marketing  and  pricing  practices  of 
the  pharmaceutical  industry; 
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.    The  increase  scarcity  of  financing  resources  to  pay  for 
health  care  services  and  goods. 

The  public's  interest  in  seeing  that  the  health 
professions  are  conscientiously  providing  the  best  possible  care  at 
the  lowest  possible  cost,  i.e.,  the  public  expectation  of  safe, 
effective  drug  therapy  at  the  lowest  possible  cost  and  in  that 
order  of  importance. 

St.  Mary's  Hospital,  like  most  other  hospitals,  supports  the 
formulary  concept  as  demonstrated  by  the  fact  that  it  has  had  an 
effective  formulary  process  for  years  which  is  supported  by 
physician  and  administration  sensitive  to  the  needs  of  the 
consumers.   This  process  focuses  on: 

Objective  evaluation, 
.    Selection,  and 
Use  of  drugs 

within  the  hospital  and  it  is  considered  essential  to  ensure 
appropriate,  economical  drug  therapy.  The  formulary  is  a  dynamic 
process,  constantly  being  improved  upon  primarily  through  the 
collaborative  efforts  of  the  medical  staff,  the  pharmacists,  the 
nurses,  and  hospital  administration. 

The  formulary  is  particularly  important  now  because  of: 
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1)  The  multiplicity  of  drugs  on  the  market  today  plus  their 
frequent  phairmacotherapeutic  redundancy  ("me  too"  or  "copycat" 
drugs) ; 

2)  The  often  astounding  and  disappointing  high  cost  of 
drugs,  particularly  for  new  single  source  drugs  which  are 
frequently  pressed  onto  the  market  with  much  fanfare  and  ballyhooed 
claims  of  unique  effectiveness; 

3)  The  patient  expectations  for  improving  the  safety, 
effectiveness  and  af fordability  of  drug  treatments  and  therapies; 
and 

4)  The  public's  increasing  inability  to  pay  for  very 
expensive  new  and  occasionally  important,  drugs. 

Without  a  formulary,  it  is  likely  that: 

Drug  expense  at  Bon  Secours-St.  Mary's  would  increase 
immediately  by  approximately  35%  ($1.2  MM); 

A  tripling  in  drug  storage  facilities  would  be  mandatory, 
easily  costing  in  excess  of  a  million  dollars;  and 

Patients  would  be  at  greater  risk  for  medication  errors 
and  drug  reactions  due  to  the  confusion  associated  with  more  sound- 
alike  drug  names,  more  doses  the  caregivers  have  to  memorize,  and 
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greater  variety  of  drugs  to  which  a  patient  might  be  exposed. 

In  an  effort  to  show  you  a  tangible  example  of  the  considerations 
for  formulary  inclusion  of  a  new  drug  product,  I  have  included 
documentation  developed  by  the  formulary  process  specific  to  Bon 
Secours-St.  Mary's,  but  which  is  generally  typical  of  any 
organization's  formulary  process  (milrinone  attachments).  The 
salient  parts  of  the  documentation  represent  the  considerations 
given  to  any  drug  being  evaluated  for  formulary  inclusion. 

It  is  important  to  mention  that  formularies  must  have  flexibility 
built  into  them  to  accommodate  unusual  patient  needs,  e.g.,  rare 
diseases,  adverse  reactions  and/or  unsatisfactory  clinical  outcomes 
all  of  which  may  require  nonformulary  drugs.  Organizations  such  as 
Bon  Secours-St.  Mary's  always  obtain  the  needed  FDA  approved 
nonformulary  medications.  Patients  are  never  denied  the  drugs  they 
need  to  get  well. 

In  summary,  formularies  have  been,  are  now,  and  will  continue  to  be 
essential  in  contributing  to  the  assurance  of  safe,  effective  and 
economical  drug  therapy,  I  encourage  your  support  of  this 
important  mechanism  for  providing  pharmaceutical  products. 

Thank  you  for  this  opportunity  to  present  information  to  you  on 
this  important  subject. 

If  you  have  questions,  I  will  be  happy  to  address  them. 
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8t.  Kary*s  Hospitel 

Pharmacy  And  Tberapeutlca  Commlttea 

MiXrlnona  Lactate  IB j action 

2/17/93 


GENERIC  NAME: 


Milrinone 


PROPRIETARY  NAME:   Primacor  (Sanofi  Winthrop) 

DESCRIPTION: 

Milrinone  is  a  new  bipyridine  inotropic/ vasodilator  agent  with 
phosphodiesterase  inhibitory  activity  that  is  structurally 
similar  to  aarinone.  These  agents  have  positive  inotropic  and 
vasodilatory  action  with  little  chronotropic  activity.  They 
are  structurally  dissioilar  from  digitalis  glycosides  and 
catecholamines.  Bipyridine  agents  improve  diastolic  fvinction 
i.e.  improve  left  ventricular  diastolic  relaxation. 


FDA  Approved  Indications                    2 

Anrinone 

Milrinone 

Congestive  Heart 
Failure 

Yes 

Yes 

CKK  post  MI 

Not  Recommended 

Not  Recommended 

Pediatrics 

No 

No 

Pharmacokinetics 

Aarinone 

Milrinone 

Volume  of  Distrib. 
L/kg 

1.2 

0.45 

T,„    (Hours) 

Normal  Renal  Func. 

3.6 

Congestive  Heart 
Failure 

5.8 

2.4 

Excreted  Unchanged 
(IV  Dose) 

10-40% 

83% 
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PbarBaoodynaaica  for  Mllrinoa* 
&ft«r  Bolus  aad  Kalntaoaac*  Infusion 

Dcse 

Cardiac 

PCWP 

SVR 

Heart 

Mean 

Loading 

Index 

Decrease 

Decrease 

Rate 

Arterial 

acg/kg  & 

Increase 

Increase 

Pressure 

MD  of 

Decrease 

Bcg/kg 

/Bin 

37.5 

25% 

20% 

17% 

3% 

5% 

0.375 

50 

38% 

23% 

21% 

3% 

5% 

0.5 

75 

42% 

36% 

37% 

10* 

17% 

0.75 

PhBrBacodyaB&ics  for  AariBODa  After  Bolus  Doses         | 

Dose 
mg/kg 

Cardiac 

Index 

Increase 

PCWP 
Decrease 

SVR 
Decrease 

Heart 

Rate 

Increase 

Mean 
Arterial 
Pressure 
Decrease 

0.75 

28% 

29% 

3 

61% 

23% 

0.75-3 

29% 

unchanged 

9.7% 
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Advars*  Effects 

. 

Anrinone 

Milrinone 

Thrombocyt.openia 
<100,000  /bub' 
Dose  Dependent 

2.4% 

0.4% 

Gastrointestinal 

Nausea 

1.7% 

Vomiting 

0.9% 

Abdominal  Pain 

0.4% 

Anorexia 

0.4% 

Cardiovascular 

Arrhythemias 

3% 

12.1% 

Hypotension 

1.3% 

2.9% 

Hyepatotoxicity 

0.2% 

Fever 

0.9% 

Chest  Pain 

0.2% 

1.2% 

Injection  Site  Pain 

0.2% 

Headache 

2.9%                  1 

Cost  Per  Day  comparison                    1 
MainteBasce  and  Z.oading  Dose                  ( 

Aarinone 

Dosage 

Bcg/kg/min 

Aarinone 

Milrinone 

Dose 

Bcg/kg/min 

Milrinone 

5 

$207.8 

0.375 

$178.16 

7.5 

$332.48 

0.5 

$222.70 

1  10 

$415.6 

0.75  . 

$356.32 

Recoamendations:  Do  not  add  to  formulary 
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PmRHACOCCOHOMtC  EVfcVUATlONS   FOB  ?/17/W  PtT    ISSUfS 

HtLBlWOMg 

(3A>s«)<»59.28/do»e  then  *nM-lnon«){2p«t/wk)(52wk/yr)  (»1S,495» 

Coit   Iricrfted  Morbldttv   (Astungs  Mo   latroatnle  HortaUty?: 

A.  Cost  HUrlnooe- Induced  Arrhythmtas: 

Co«t  Additional    IV  Antl-arrhythmlc«^(n«t   inc.  PO's 

due  milrlnoo*  arrhyth>(eo«t  IV  antl-arrhyth/PO)  $3,49Z.Z» 

Co«t  Addition  Stay  In  Critical ,Cer*=(net   Inc.   PO's  due 

milrinone  arrhythmiasXcost  Crlt.  Care/PD>  S16,5«.> 


Cost  Addltlofsal  lab={net  inc.  ^O's  due  milrinone  arrhythmias) 
(cost  lab.  work/PO) 


S946.40 


Cost  Staying  on  Iv  Hads=<net  lr>c,  PO's  due  milrinone 

arrhythmias) (net  cost  IV  vs  PO  meds)  S3,028.4> 

B.  Cost  Milrinone- Induced  Hypotension: 

Cost  Add.  Vasopressors,  a.g.,  Dobut«ntine=(net  inc.  PO's  due 

milrinone  hypo t ens i on X cost  pr«ssors/PD>  $217.15 

Cost  Add.  Stay  in  Crit.  Care=(net  inc.  PO's  due  milrinone 

hypotans ion) (cost  Crit.  Care/PO)  $1,«56.0> 

Cost  Add.  Lab=(net  inc.  PO's  due  milrinone  hypotension) 

(cost  of  lab/PO)  S83.20 

Cost  Add.  Blood  C8Ses"(net  incv  PO's  due  milrinone  hypotension) 

(cost  2  blood  8«se»)  $164.40 

C.  Cost  of  Carrying  af«d  Maintaining  Additional  Inventory       /  $7,300. 0> 

Less  of  Good  Will  with  Cugtonwrs  (MP's,  patients,  family) 

Ircaleulabta  at  present;  however,  some  business  irty  be  diverted  to  another 

hospital  because  a  critical  care  bed  is  tied  up  due  to  a  prolonged 

stay  due  to  milrlnone-induced  arrhythmias 

L9SS  of  Productivity  of  Patient 
Incalculable  at  present 


Total  Cost  trKrrasse  (Decrease)  Per  Anrtun  tU,756.> 

P*T  Comnlttee  reeomnanded  not  to  add  to  formulary. 
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COALITION  OF  HEALTH  CARE  PROVIDERS 
CONCERNED  ABOUT  RISING  DRUG  COSTS 


Amcncan  lleallh  Qirc  A&sociaiiun 

American  Healthcare  Systems  Inslitulc 

Amcncan  Hospital  Assuciaiion 

AmenNel,  Inc 

Amcncan  Scxiely  of  Consultant  Pharmacists 

Amcncan  Scxicty  of  Hospital  Phamtacists 

Federation  of  Amcncan  Health  S>'stems 

Group  Health  Association  of  Amcnca 

Health  Industry  Group  Purchasing  Association 

Health  Insurance  Plan  of  prcater  New  York 

Kaiser  Permanentc 

Premier  Hospitals  Alliance,  inc 

Voluntary  Hospitals  of  Amcnca 


May     10,      1993 


Suite  aXJ 
1350  New  York  Avenue,  N  W 
Washington,  DC.   20005 
(202)  347-1990 

Telecopier  Number; 
(202)  628-2310 


Members  of  the  House  Energy  and  Commerce  Committee: 

The  Medicaid  Budget  Reconciliation  provisions  reported  by  the 
Health  and  the  Environment  Subcommittee  would  allow  state  Medicaid 
programs  to  use  formulary  systems  to  restrain  the  cost  of  prescription 
drugs.   The  Coalition  of  Health  Care  Providers  Concerned  About  Rising 
Drug  Costs  urges  your  support  of  these  provisions. 

Hospitals,  hospital  groups  and  HMOs  have  long  used  formularies  as 
one  mechanism  to  control  the  rising  cost  of  prescription  drugs.   We 
believe  that  carefully  designed,  well-managed  formularies  can  be  used 
by  state  Medicaid  programs  to  help  control  the  drug  costs  of  those 
programs.   The  Subcommittee's  language  would  require  that  the  Medicaid 
programs  manage  their  formularies  with  the  )<ind  of  care  needed  to 
ensure  that  no  Medicaid  patients  are  denied  access  to  the  drugs  they 
really  need. 

Bringing  cost  savings  to  Medicaid  is  an  important  goal,  but  the 
quality  of  care  for  Medicaid  recipients  must  be  guaranteed.   We 
believe  that  the  Subcommittee  has  struck  the  appropriate  balance. 

Should  you  have  any  questions,  please  have  your  staff  contact 
representatives  of  the  Coalition. 

Sincerely, 


COALITION  OF  HEALTH  CARE  PROVIDERS 
CONCERNED  ABOUT  RISING  DRUG  COSTS 
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Mr,  Towns.  Thank  you  very  much,  Mr.  Burruss.  Mr.  Henley. 

STATEMENT  OF  A-J.  HENLEY,  CHIEF  EXECUTIVE  OFFICER, 
HEALTHCARE  MANAGEMENT  ALTERNATIVES,  INC. 

Mr.  Henley.  Thank  you.  Good  morning,  Mr.  Chairman  members 
of  the  subcommittee.  My  name  is  A.J.  Henley.  I  am  chiet  executive 
officer  of  Healthcare  Management  Alternatives.  We  are  a  company 
that  administers  a  program  called  HealthPASS  that  provides  serv- 
ices to  80,000  Medicaid  recipients  in  south  and  west  Philadelphia. 
I  appreciate  the  opportunity  to  speak  about  the  appropriate  use  of 
drug  formularies  in  the  Medicaid  program. 

I  trust  that  I  will  bring  a  useful  perspective  to  these  proceedings. 
I  am  a  pharmacist,  I  worked  for  community  health  centers,  local, 
and  Federal  Government,  and  I  now  run  this  large  Medicaid  man- 
aged care  program. 

As  a  result  of  this  experience,  I  am  very  aware  of  the  challenge 
involved  in  delivering  quality  care  to  Medicaid  recipients  at  an  af- 
fordable price.  This  experience  has  also  shown  me  ways  that  we 
can  meet  this  challenge  without  sacrificing  either  quality  or  cost  ef- 
fectiveness. 

Drug  formularies,  when  designed  intelligently  and  administered 
prudently,  can  work.  They  can  save  money  without  negatively  af- 
fecting quality  of  care.  But  formularies  can  only  work  if  they  take 
into  account  both  quality  of  care  and  cost. 

For  instance,  it  is  imperative  that  a  drug  formulaiy  consider  the 
cost  effectiveness  of  various  therapies,  not  just  their  cost.  A  rel- 
atively high-priced  drug,  for  example,  may  make  it  possible  for  a 
patient  to  avoid  a  hospital  stay  or  other  costly  treatment.  In  such 
cases,  it  would  be  penny-wise  and  pound-foolish  to  exclude  the  drug 
from  any  formulary. 

Similarly,  States  and  formulary  committees  should  recognize 
that  formularies  may  simply  be  inappropriate  for  some  conditions, 
such  as  life-threatening  cancers,  things  of  that  nature. 

And  in  our  rush  to  generic  substitutions,  we  must  not  assume 
that  all  generic  drugs  are  created  equal.  Recent  experience  has 
demonstrated  all  too  vividly  that  some  generics  are  not  perfect  sub- 
stitutes for  their  pioneer  drugs.  States  must  take  responsibility  for 
assuring  that  only  products  manufactured  by  reputable  generic 
concerns  are  prescribed. 

Formularies  should  not  be  viewed  as  an  acceptable  alternative  to 
drug  utilization  review  programs,  or  to  plain  old-fashioned  drug 
education  by  the  patient's  doctor  and  pharmacist. 

I  take  generic  medications.  But  I  know  that  that  generic  medica- 
tion is  made  by  Bristol-Meyers  and  Squibb,  and  it  just  looks  dif- 
ferent, and  I  know  the  company  that  makes  it.  When  we  talk  about 
Medicaid  recipients  in  our  program  in  Philadelphia,  we  are  talking 
about  people  who  basically  have  a  fifth-grade  education  and  who 
CEmnot  make  that  decision  that  I  can  make.  If  someone  is  going  to 
dictate  what  medications  they  are  to  take,  then  that  same  entity 
has  to  take  responsibility  for  assuring  that  that  individual  is  as 
protected  as  I  am  when  I  make  that  decision. 

In  short,  a  drug  formulary  based  solely  on  cost  will  restrict  ac- 
cess to  quality  medical  care  in  the  short  run  and  likely  increase  the 
cost  of  care  in  the  long  run.  History  has  proven  that  time  and  time 
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again.  For  real  value,  a  drug  formulary  must  pay  as  much  atten- 
tion to  quality  of  care  as  it  does  to  cost. 

Drug  formularies,  however,  even  when  well-designed  and  admin- 
isteredf,  can  address  just  one  small  aspect  of  the  problems  that 
beset  the  traditional  Medicaid  program.  More  important  than  the 
cost  of  drugs  are  issues  related  to  recipients'  access  to  the  health 
care  system.  What  we  are  talking  about  here  are  individuals  pri- 
marily using  hospital  emergency  rooms,  going  from  doctor  to  doc- 
tor. We  are  talking  about  communities  that  don't  have  doctors  at 
all  to  write  the  prescriptions  in  the  first  place,  or  doctors  that  will 
accept  or  provide  care  to  the  Medicaid  recipients. 

It  really  does  not  make  a  heck  of  a  lot  of  difference  what  is  on 
the  formulary  if  recipients  cannot  get  a  doctor  to  write  the  pre- 
scription in  tne  first  place.  So  we  have  a  number  of  problems  here 
that  we  have  to  deal  with  at  the  same  time  in  order  to  do  anything 
that  is  really  going  to  make  a  difference. 

It  is  one  of  the  reasons  why  our  managed  care  program  in  Phila- 
delphia has  been  successful,  because  every  Medicaid  recipient  has 
a  physician  of  their  own — a  primary-care  physician — and,  in  ad- 
ministering this  program — which  does  not  have  a  drug  formulary 
at  all — we  have  saved  the  Commonwealth  of  Pennsylvania  over 
$108  million  in  4  years  without  having  to  deal  with  this  restrictive 
pharmaceutical  approach  at  all. 

None  of  these  savings  have  come  at  the  expense  of  quality. 

I  would  like  to  say  that  I  think,  in  summation,  that  managed 
care,  individuals  having  their  own  physician,  will  result  in  savings 
of  such  a  nature  that  selectively  dealing  with  something  like  re- 
stricted drugs  would  be  unnecessary.  I  think  that  it  is  just  one 
small  aspect  of  the  problem. 

[The  prepared  statement  of  Mr.  Henley  follows:] 
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HEAtlHCARE    MANAGEMENT    A1.TEUNATIVES    INC 


STATEMENT  OF 

A.J.  HENLEY 

CHIEF  EXECUTIVE  OFFICER 

HEALTHCARE  MANAGEMENT  ALTERNATIVES.  INC. 

BEFORE  THE 

SUBCOMMITTEE  ON  HUMAN  RESOURCES 

AND  INTERGOVERNMENTAL  RELATIONS 

HOUSE  COMMITTEE  ON  GOVERNMENT  OPERATIONS 


Good  morning  Mr.  Chairman,  Members  of  the  Subcommittee.  My 
name  is  A.J.  Henley.  I  am  Chief  Executive  Officer  of  Healthcare  Management 
Alternatives,  Inc.,  the  company  that  administers  the  HealthPASS  program,  the 
managed  care  program  serving  80,000  Medicaid  recipients  in  South  and  West 
Philadelphia.  I  appreciate  this  opportunity  to  speak  about  the  appropriate  use  of 
drug  formularies  in  the  Medicaid  program. 

I  trust  that  I  will  bring  a  useful  perspective  to  these  proceedings.   I 
am  a  pharmacist  by  training.   I  came  of  age  in  the  community  health  center 
movement,  working  in  and  with  centers  at  both  the  local  and  federal  level.   I 
now  run  the  country's  largest  Medicaid  managed  care  program.   As  a  result  of 
this  experience,  I  am  very  aware  of  the  challenge  involved  in  delivering  quality 
care  to  Medicaid  recipients  at  an  affordable  price.   This  experience  has  also 
shown  me  ways  that  we  can  meet  this  challenge  without  sacrificing  either 
quality  or  cost-effectiveness. 
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Considerations  in  the  Development  of  Drug  Formularies 

Drug  formularies,  when  designed  intelligently  and  administered 
prudently,  can  work.   They  can  save  money  without  negatively  affecting  quality 
of  care.   But  formularies  can  only  work  if  they  take  into  account  both  quality  of 
care  and  cost. 

For  instance,  it  is  imperative  that  a  drug  formulary  consider  the 
cost-effectiveness  of  various  therapies,  not  just  their  cost.   A  relatively  high- 
priced  drug,  for  example,  may  make  it  possible  for  a  patient  to  avoid  a  hospital 
stay  or  other  costly  treatment.    In  such  a  case,  it  would  be  penny-wise  and 
pound-foolish  to  exclude  the  drug,  even  though  there  may  well  be  other,  less 
expensive  products  in  the  same  therapeutic  category. 

Similarly,  states  and  formulary  committees  should  recognize  that 
formularies  may  simply  be  inappropriate  for  some  conditions,  such  as  life- 
threatening  cancers. 

And  in  our  rush  to  generic  substitution,  we  must  not  assume  that 
all  generic  drugs  are  created  equal.   Recent  experience  has  demonstrated  all  too 
vividly  that  some  generics  are  not  perfect  substitutes  for  their  pioneer  drugs. 
States  must  take  responsibility  for  assuring  that  only  products  manufactured  by 
reputable  generic  concerns  are  prescribed. 
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Finally,  formularies  should  not  be  viewed  as  an  acceptable 
alternative  to  drug  utilization  review  programs,  or  to  plain  old-fashioned  drug 
education  by  the  patient's  doctor  and  pharmacist.    Indeed,  I  have  noticed  that 
while  many  doctors  have  fled  the  inner-city  neighborhoods  where  most 
Medicaid  recipients  live,  the  neighborhood  drug  store  has  quite  often  remained, 
with  the  store's  pharmacist  dispensing  needed  advice  along  with  medications. 

In  short,  a  drug  formulary  based  solely  on  cost  will  restrict  access 
to  quality  medicine  in  the  short  run,  and  likely  increase  the  cost  of  care  in  the 
long  run.   History  has  proven  that  time  and  time  again.   For  real  value,  a  drug 
formulary  must  pay  as  much  attention  to  quality  of  care  as  it  does  to  cost. 
Comprehensive,  Community-Based  Managed  Care  --  A  Better  Solution 

Drug  formularies,  however,  even  when  well  designed  and 
administered,  can  address  just  one  small  aspect  of  the  problems  that  beset  the 
traditional  Medicaid  program.   More  important  than  the  cost  of  drugs  are  issues 
related  to  recipients'  access  to  the  health  care  system  and  their  ability  to  obtain 
quality  care  at  a  reasonable  cost.   Prescription  medicines,  no  matter  what  their 
cost,  will  not  be  used  intelligently  or  effectively  if  recipients  are  shunted  from 
doctor  to  doctor,  with  stops  in  between  at  hospital  emergency  rooms. 

To  solve  these  problems,  we  need  a  more  comprehensive  solution 
than  drug  formularies.    We  need  to  develop  coordinated  systems  of  care,  and 
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that  can  only  be  achieved  through  increased  use  of  comprehensive,  community- 
based  managed  care. 

HMA,  for  example,  does  not  use  a  drug  formulary  in  administering 
the  HealthPASS  program.   Yet,  in  the  four  years  that  we  have  administered  the 
program,  we  have  nevertheless  saved  over  $108  million  in  federal  and  state 
Medicaid  dollars  --  savings  totaling  more  than  10%  of  the  amount  that 
Pennsylvania  and  the  federal  government  would  have  spent  to  treat  our 
members  in  the  traditional  fee-for-service  system. 

And  these  savings  have  not  come  at  the  expense  of  quality. 
Evaluations  by  the  U.S.  General  Accounting  Office,  the  Joint  Commission  on 
Accreditation  of  Healthcare  Organizations  and  other  independent  third-parties 
have  consistently  found  that  HealthPASS  members  enjoy  increased  access  to 
primary  care  services  compared  to  traditional  Medicaid  recipients  and  that  these 
services  are  of  high  quality.   The  GAO  found,  for  example,  that  our 
immunization  rates  far  surpass  those  of  the  fee-for-service  population,  and  we 
are  making  steady  progress  in  encouraging  our  pregnant  members  to  receive 
appropriate  prenatal  care. 

HMA  has  achieved  these  results  not  by  artificially  restricting  access 
to  needed  services,  as  states  risk  doing  with  drug  formularies,  but  instead  by 
using  every  means  at  our  disposal  to  encourage  our  members  to  take  advantage 
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of  the  preventive  and  primary  care  services  available  through  our  extensive 
provider  network.    Indeed,  in  many  cases  where  needed  services  did  not  exist, 
we  provided  the  impetus   -  whether  financial  or  programmatic  -  to  develop 
these  resources  in  our  service  area. 

For  instance,  we  all  know  that  adolescents  are  at  an  impressionable 
age,  and  one  where  they  are  apt  to  be  exposed  to,  and  perhaps  engage  in,  risky 
behaviors  --  behaviors  such  as  teen  sex  and  drug  use  thai  can  have  profound 
effects  on  health  status.   Yet  in  all  of  Philadelphia  there  was  not  one  middle 
school  that  had  a  clinic  or  other  supportive  service  to  help  these  young  people 
make  intelligent  lifestyle  choices.   Two  years  ago,  HMA  established  the  first 
such  clinic  in  Sulzberger  middle  school.   Operated  by  a  local  community  health 
center  under  contract  with  HMA,  the  Sulzberger  clinic  makes  the  services  of  a 
full-time  social  worker  available  to  all  students  in  the  school,  not  just 
HealthPASS  members,  and  also  offers  physician  services  on  a  part-time  basis. 

Similarly,  recognizing  early  on  the  significance  of  the  emerging 
tuberculosis  crisis,  HMA,  in  partnership  with  the  Philadelphia  Department  of 
Health,  organized  the  first  city-wide  conference  on  TB.   We  gathered  physicians 
and  other  health  providers  to  learn  about  and  discuss  the  symptoms  and 
treatment  of  this  disease,  and  to  develop  strategies  for  dealing  with  this 
condition  effectively  in  the  community. 
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HMA  has  also  instituted  a  rigorous  quality  assurance  program   - 
one  that  the  GAO  found  exceeds  Medicaid  requirements  --  to  ensure  that  our 
members  receive  quality  health  care  services.    Our  first  quality  safeguard  is  our 
primary  care  case  management  system. 

Upon  enrolling  in  HealthPASS,  each  member  selects  one  of  our 
more  than  300  primary  care  physicians  as  his  or  her  case  manager.    For  many 
of  our  members,  this  is  the  first  time  that  they  have  had  a  personal  physician. 
This  physician  acts  as  the  member's  gatekeeper  to  the  medical  system, 
assuring  that  our  members  receive  continuity  of  care.   This  objective  is 
underscored  by  our  requirement  that  all  primary  care  physicians  serving 
HealthPASS  members  guarantee  their  patients  24  hour-a-day,  7-day-a-week 
availability.    Without  round-the-clock  access,  members  would  have  no 
alternative  but  to  seek  costly,  and  most  likely  inappropriate,  emergency  room 
care. 

The  care  provided  by  our  over  300  PCPs  and  the  more  than  1 500 
specialists  and  other  providers  participating  in  HealthPASS  is  constantly 
monitored  by  a  variety  of  means,  including  medical  record  reviews  and  provider 
audits.   And  once  collected,  these  data  are  not  merely  filed  and  never  looked  at 
again.   TKey  are  used  to  spot  problems  in  individual  cases  and  prompt 
appropriate  corrective  action.   On  a  more  general  level,  these  quality  data  are 
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also  used  to  identify  the  major  causes  of  morbidity  and  mortality  in  our 
population,  and  indicate  areas  where  intervention  is  needed. 

For  instance,  early  in  HMA's  administration  of  the  program,  our 
quality  assurance  data  suggested  that  HealthPASS  children  were  not  receiving 
age  appropriate  immunizations.    This  finding  sparked  a  major  immunization 
initiative.    A  team  of  HMA  nurses  were  sent  to  the  homes  of  HealthPASS 
members  in  an  effort  to  determine  the  immunization  status  of  children  in  the 
household.   Armed  with  portable  telephones,  these  nurses  helped  parents 
schedule  appointments  with  their  PCPs  so  that  their  children  could  receive  their 
shots,  in  many  cases  also  arranging  for  the  transportation  or  other  services  that 
the  parents  would  need  to  keep  their  appointments. 

It  is  only  through  efforts  such  as  these   -  a  community-based 
provider  network,  an  interactive  quality  assurance  program,  and  a  commitment 
to  invest  time  and  money  in  the  community  in  order  to  strengthen  and  expand 
the  health  care  infrastructure  --  that  we  can  begin  to  assure  that  Medicaid 
recipients  receive  quality  health  care  services  at  a  reasonable  cost.   Drug  costs, 
even  when  controlled  through  a  properly  designed  and  implemented  formulary, 
are  only  one  of  the  many  problems  that  Medicaid  must  overcome.   The 
Medicaid  crisis  needs  a  comprehensive,  community-based  solution.    It  needs 
managed  care. 
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HEALTHCARE  MANAGEMENT  ALTERNATIVES,  INC. 
ADMINISTRATION  OF  HEALTHPASS 


BACKGROUND 

HMA  is  a  minority-owned,  for-profit  company.    Under  contract  with  the 
Commonwealth  of  Pennsylvania,  it  operates  HealthPASS,  a  comprehensive 
managed  care  program  serving  approximately  80,000  Medicaid  recipients  in  south 
and  west  Philadelphia.    HMA  is  responsible  for  providing  virtually  all  health  care 
services  covered  by  Medicaid  in  Pennsylvania,  including  physician  services, 
inpatient  hospital  care,  preventive  and  diagnostic  services,  and  prescription  drugs 
(long-term  care  is  the  principal  Medicaid-covered  service  that  HMA  is  not  required 
to  provide).   The  program  operates  under  a  waiver  of  certain  Medicaid 
requirements  first  granted  in  late  1985. 

Medicaid  recipients  living  in  the  HealthPASS  service  are  required  under  the  terms 
of  this  federally-approved  waiver  to  obtain  medical  care  through  a  managed  care 
plan  rather  than  the  fee-for-service  system.    At  present,  there  are  4  plans, 
including  HealthPASS,  available  to  these  individuals.   Recipients  who  fail  to  select 
a  plan  are  enrolled  automatically  in  HealthPASS. 

HMA  was  first  awarded  the  HealthPASS  contract  in  early  1989,  and  assumed 
administration  of  the  program  on  July  1  of  that  year.    In  the  competitive 
procurements  leading  to  the  award  of  the  contract,  HMA  submitted  the  lowest 
bids,  thereby  guaranteeing  the  greatest  savings  to  Pennsylvania  and  the  federal 
government. 

HMA's  contract  with  Pennsylvania  provides  for  a  fixed  price.    HMA  is  responsible 
for  all  costs  which  exceed  the  contract  price;  however,  if  HMA  succeeds  in 
keeping  costs  under  the  contract  price,  then  it  is  entitled  to  retain  the  difference. 

HMA  is  required  under  its  agreement  with  Pennsylvania  to  escrow  all  but  12.5%  of 
the  funds  it  receives  under  the  contract  to  ensure  that  providers  will  be  paid.   The 
company  is  further  required  to  maintain  $23  million  in  reinsurance  against  the 
possibility  that  costs  will  exceed  revenues. 

As  a  result  of  the  fixed  price,  escrow,  and  reinsurance,  there  is  no  risk  to 
Pennsylvania  or  the  federal  government.   There  is  no  risk  to  providers.   There  is  no 
risk  to  recipients.   The  risk  is  entirely  on  HMA.    As  noted,  Pennsylvania  and  HHS 
are  guararfteed  savings  compared  to  what  they  would  have  spent  under  fee-for- 
service.    Between  July  '89  and  December  '92,  this  amounted  to  savings  of 
approximately  $85  million.   Savings  of  $23  million  are  expected  in  1993  -  without 
cutting  services  or  benefits. 
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HMA'S  PROGRAMMATIC  SUCCESS 

HMA  in  a  relatively  short  period  of  time  tool<  a  program  that  was  in  disarray  and 
turned  it  into  a  an  effective  and  efficient  provider  of  health  care.    HMA's  major 
accomplishments  since  it  assumed  administration  of  HealthPASS  are  outlined 
below. 

Expanding  SeRvices  Despite  State  Cutbacks 

Pennsylvania,  like  most  states,  does  not  have  sufficient  funds  to  pay  the 
staggering  costs  of  Medicaid.   This  situation  recently  forced  the  Commonwealth  to 
take  the  difficult  step  of  reducing  medical,  dental  and  pharmacy  benefits  for  certain 
Medicaid  and  General  Assistance  recipients.   HMA,  however,  declined  to  follow  the 
Commonwealth's  lead,  and  will  not  cut  benefits  for  those  of  its  members  falling 
within  the  designated  eligibility  groups.   In  addition,  HMA  has  decided  to 
significantly  expand  vision  and  dental  services  for  its  members  aged  2 1  and  older, 
enabling  them  to  receive  services  that  are  not  available  under  the  fee-for-serv'ice 
Medicaid  program  in  Pennsylvania. 

Improving  Access  to  Care 

Independent  evaluators  have  consistently  found  that  access  to  health  care  has 
been  improved  under  HMA 's  administration  of  the  HealthPASS  program.    For 

example,  the  consulting  firm  SOLON,  commissioned  by  Pennsylvania  to  conduct  an 
independent  evaluation  of  the  program,  compared  HealthPASS  to  the  traditional 
fee-for-service  program,  found  that  HMA  has  substantially  increased  access  to  care 
for  those  most  in  need.   Significantly,  SOLON  found  that  HMA  has  reduced  both 
inappropriate  use  of  emergency  room  services  and  unnecessary  hospital  admissions 
--  indicating  that  HealthPASS  members  enjoy  access  to  primary  care  services  on  a 
timely  basis. 

Much  of  HMA's  success  in  assuring  that  HealthPASS  members  have  access  to 
high  quality  services  lies  in  the  effectiveness  of  its  case  management  system. 
SOLON  found  that  the  program's  primary  care  physicians  (PCPs)  were  able  to 
manage  patients'  care  and  provide  high  quality  services  in  large  part  because  of  the 
guidance  provided  by  HMA  through  educational  seminars,  guidelines  for  care, 
standards  for  medical  recordkeeping,  and  concurrent  review  of  inpatient  hospital 
stays. 

SOLON  also  attributed  the  success  of  the  case  management  system  to  the 
financial  incentives  introduced  by  HMA  to  promote  preventive  care.    PCPs 
participating  in  HealthPASS  are  not  responsible  for  the  costs  of  mammograms  and 
prenatal  services,  and  they  receive  enhanced  reimbursement  for  immunizations  and 
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Early  Periodic  Screening,  Diagnosis  and  Treatment  (EPSDT)  services  --  both  of 
which  eliminate  any  potential  incentive  to  restrict  access  to  these  crucial  services. 

Beginning  in  1993,  the  PCP  compensation  system  has  been  restructured  to 
eliminate  traditional  risk-sharing  entirely  and  to  provide  instead  financial  incentives 
for  physicians  to  meet  defined  quality  assurance  standards.    HMA,  like  the  vast 
majority  of  managed  care  providers,  previously  administered  its  quality  assurance 
and  physician  compensation  programs  under  two  parallel,  but  distinct,  tracks. 
Under  the  new  arrangement,  financial  incentives  and  quality  assurance  standards 
arp  linked  together:    PCPs  who  consistently  meet  key  quality  assurance  criteria, 
including  member  satisfaction,  will  not  be  responsible  for  any  of  the  cost  of 
preventive  or  specialty  care  to  which  they  refer  their  HMA  patients;  these  doctors 
will  be  eligible  instead  for  a  bonus.   HMA  is  one  of  the  first  managed  care  plans  in 
the  country  to  follow  this  approach,  and  certainly  one  of  the  first  plans  serving  a 
predominantly  Medicaid  population  to  do  so. 

Improving  Quality  of  Care 

HMA  has  instituted  an  aggressive  quality  assurance  program  to  insure  that 
HealthPASS  members  receive  high  quality  care  and  services.    Practice  standards 
have  been  developed  with  input  from  medical  experts  and  the  provider  community; 
providers'  records  are  regularly  audited  for  compliance  with  those  standards.    In 
addition,  data  concerning  the  causes  of  morbidity  and  mortality  among  HealthPASS 
members  are  monitored  continuously,  so  that  timely  and  appropriate  interventions 
may  be  designed  and  implemented. 

SOLON  found  that  these  quality  assurance  mechanisms  substantially  exceeded,  in 
both  process  and  outcome,  those  in  the  traditional  Medicaid  program.    SOLON 
pointed  to  a  number  of  objective  indicators  of  the  effectiveness  of  HMA's  quality 
assurance  program  --  most  notably,  that  mortality  is  lower  under  HealthPASS  than 
in  the  traditional  Medicaid  program.    Participating  physicians  interviewed  by 
SOLON  indicated  their  appreciation  of  the  guidance,  provided  by  HMA  in  setting 
specific  standards  of  care. 

The  Joint  Commission  on  Accreditation  of  Healthcare  Organizations  (JCAHO)  has 
also  cited  the  comprehensiveness  of  HMA's  quality  assurance  program  and 
applauded  HMA's  institutional  commitment  to  quality  assurance  activities.    In 
addition,  JiCAHO  has  praised  the  positive  initiatives  HMA  has  undertaken  to 
improve  the  quality  of  care  received  by  its  members,  especially  in  the  area  of 
immunizations. 
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Developing  the  Provider  Network 

HMA  assunned  control  of  HealthPASS  on  July  1,  1989,  following  the  bankruptcy 
of  Maxicare,  the  previous  contractor's  parent  corporation.    Maxicare's  financial 
difficulties  left  Philadelphia's  provider  community  in  turmoil,  with  unpaid  claims 
totaling  more  than  $30  million.    HMA  nevertheless  succeeded  in  overcoming  these 
providers'  concerns  and  assembled  a  provider  network  that  more  than  meets  the 
needs  of  the  HealthPASS  membership.    At  present,  there  are  over  300  primary 
care  physicians,  1,500  specialists,  27  hospitals,  380  pharmacies,  and  1,000  other 
medical  service  providers  available  to  serve  HealthPASS  members. 
One  reason  for  providers'  satisfaction  with  HMA's  administration  of  the  program  is 
the  fact  that  HMA  has  consistently  paid  them  in  a  timely  fashion  -  even  during 
those  periods  when  Pennsylvania,  due  to  budgetary  shortfalls,  was  unable  to  make 
its  capitation  payment  to  HMA.    HMA  demands  high  quality  services  from  its 
providers;  it  recognizes  that  it  owes  them  a  similar  effort  in  return  in  processing 
and  paying  their  claims. 

Special  Initiatives 

HMA  believes  that  its  members'  health  status  is  influenced  strongly  by  a  myriad  of 
social,  cultural  and  economic  factors.    To  really  improve  an  individual's  well-being, 
problems  associated  with  poor  housing,  lack  of  education,  crime,  unemployment, 
substance  abuse,  and  family  dysfunction  must  also  be  tackled.    HMA  has 
undertaken  a  number  of  outreach  and  educational  activities  intended  to  enhance  its 
members'  ability  to  cope  with  the  challenges  of  day-to-day  life  in  the  inner  city  and 
to  create  a  more  positive  environment  for  themselves  and  their  children.   Several 
examples  of  the  initiatives  undertaken  by  HMA  include: 

••        Lead  Poisoning  Initiative  -    In  partnership  with  Philadelphia  Citizens 
for  Children  and  Youth,  HMA  has  launched  a  major  initiative  intended 
to  decrease  the  incidence  of  lead  poisoning.   This  undertaking  will 
sponsor  lead  screening  activities  and  clean-up  projects,  as  well  as 
mount  a  public  education  campaign. 

••        New  Primary  Care  Center  and  Outreach  Campaign   -  HMA  in  1 993  will 
establish  a  new  primary  care  facility  providing  general  medicine, 
pediatrics,  and  obstetrics/gynecology  services  in  a  West  Philadelphia 
neighborhood  that  currently  has  no  primary  care  practice.    In 
conjunction  with  the  establishment  of  the  center,  HMA  will  launch  an 
•     outreach  campaign  to  identify  hard-to-reach,  at  risk  individuals, 
particularly  substance  abusers  in  the  early  stages  of  pregnancy,  and 
link  them  with  health-related  services. 
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Lay  Home  Visiting  Program  --  This  initiative,  which  was  begun  shortly 
after  HMA  assunned  administration  of  the  HealthPASS  program,  trains 
women  from  the  community  to  make  home  visits  to  pregnant  women 
and  new  mothers.    Under  the  supervision  of  professional  nurses,  the 
Lay  Home  Visitors  identify  pregnant  women  and  teens;  provide 
education,  psychosocial  support  and  parenting  training;  and  help  link 
them  with  other  supportive  services. 


•• 


•• 


School-Based  Clinic  --  HMA  founded  and  fully  funds  Philadelphia's 
first  school-based  clinic  located  in  a  middle  school.    Operated  by  a 
neighborhood  community  health  center  under  contract  with  HMA,  the 
clinic  is  an  attempt  to  reach  children  at  an  age  where  many  begin  to 
experiment  with  risky  health  behaviors. 

Head  Start  Classrooms  -  HMA,  at  the  request  of  federal  and  local 
officials,  provided  the  financial  support  necessary  to  establish  two 
new  Head  Start  classrooms  in  the  HealthPASS  service  area. 

••         TB  Conference  --  In  association  with  the  Philadelphia  Department  of 
Health,  HMA  last  August  convened  the  first  citywide  conference  on 
tuberculosis,  in  a  preemptive  strike  against  the  increasing  risk  of  TB  in 
the  city.    More  than  500  medical  professionals  and  community  leaders 
attended  the  event,  which  provided  participants  with  information 
needed  to  promote  early  identification  and  treatment  of  this  life- 
threatening  disease. 

••        Breast  Cancer  Screening  --  With  the  Southeast  Asian  Mutual 
Assistance  Associations  Coalition  (SEEMAC),  HMA  is  teaching 
Southeast  Asian  women,  who  are  often  alienated  from  the  health  care 
system  because  of  cultural  and  language  barriers,  about  breast  care, 
mammography  and  breast  self-examination. 

In  addition  to  these  special  initiatives,  HMA  regularly  produces  a  wide  variety  of 
publications,  including  quarterly  member  newsletters  as  well  as  flyers  and 
brochures  on  issues  of  special  importance  to  the  HealthPASS  community.    HMA 
also  conducts  seminars  and  workshops  on  CPR,  AIDS,  teen  pregnancy,  substance 
abuse  and  other  topics  at  high  schools,  community  centers  and  other  sites 
throughout  the  service  area. 

Finally,  HMA  has  established  a  non-profit  Community  Foundation  to  fund  projects 
to  improve  the  quality  of  life  in  the  HealthPASS  service  area.   While  HMA 
contributes  $500,000  to  the  Foundation  each  year,  the  Foundation  operates  as  an 
independent  entity. 
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Significantly,  not  one  of  these  programs  would  be  available  to  HealthPASS 
members  if  they  were  receiving  services  under  the  traditional  fee-for-service 
system.    They  are  provided  to  HealthPASS  members  at  no  additional  cost  to 
Pennsylvania,  because  they  are  funded  out  of  the  monies  HMA  receives  under  its 
fixed-price  contract  with  the  Commonwealth.   Thus,  HMA's  administration  of  the 
HealthPASS  program  results  in  Medicaid  recipients  having  greater  access  to  better 
quality  care  at  a  cost  that  is  significantly  less  than  Pennsylvania  pays  for  lower 
quality  care  under  the  fee-for-service  system. 


GENERAL  ACCOUNTING  OFFICE  STUDY  OF  HEALTHPASS 

The  General  Accounting  Office  (GAO)  recently  completed  its  review  of  whether 
HealthPASS  members  receive  (1)  timely  and  appropriate  pregnancy-related 
services,  (2)  Early  and  Periodic  Screening,  Diagnostic  and  Treatment  (EPSDT) 
services,  and  (3)  Special  Supplemental  Food  Program  for  Women,  Infants  and 
Children  (WIC)  benefits.   The  GAO  also  looked  at  how  HMA's  financial 
arrangements  with  its  primary  care  physicians  affect  care,  as  well  as  at  several 
aspects  of  HealthPASS's  quality  assurance  and  credentialing  processes. 

Overall,  the  GAO  found  that  HMA's  efforts  in  these  areas  are  meeting  with 
success.   The  federal  reviewers  had  only  one  recommendation  for  HMA,  and  that 
was  for  the  company  to  continue  with  its  efforts,  monitoring  their  success,  and 
altering  them  as  necessary  until  the  desired  outcome  is  reached.   The  GAO's 
specific  findings  are  summarized  below. 

•  PRENATAL  CARE:    The  GAO  found  that  pregnancy-related  care  provided 
HealthPASS  women  meets  American  College  of  Obstetricians  and 
Gynecologists'  (ACOG)  guidelines.    However,  many  women  did  not  seek 
care  in  the  first  trimester  of  pregnancy,  or  return  for  care  often  enough 
during  their  pregnancy.  The  GAO  found  that  this  situation  occurred  despite 
the  extensive  pre-natal  care  outreach  effort  launched  by  HMA. 

•  EPSDT:   EPSDT  claims  have  steadily  increased  since  HMA  assumed 
administration  of  the  HealthPASS  program,  but  the  GAO  found  that  many 
HealthPASS  children  are  still  not  receiving  the  full  complement  of  EPSDT 
services.   The  GAO  cautioned,  however,  that  this  may  be  due  to  a  lack  of 
documentation  rather  than  a  lack  of  appropriate  care.   Also,  the  GAO  found 
that'many  HealthPASS  children  do  not  receive  care  because  their  parents  or 
guardians  do  not  keep  scheduled  health  care  appointments.   To  promote 
increased  EPSDT  services,  HMA  is  providing  in-office  training  for  physicians 
and  their  staff  about  the  EPSDT  program,  and  has  increased  physician 
reimbursement  for  EPSDT  screens.   HMA  is  also  trying  to  educate  parents 
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and  guardians  about  the  importance  of  EPSDT  services,  and  is  working  to 
brealc  down  barriers  to  care  by  helping  nnembers  schedule  EPSDT 
appointments  and  make  arrangements  for  free  transportation. 

WIC:    HMA  is  working  through  education  and  outreach  efforts  to  encourage 
members  to  Join  the  W/C  program.    This  effort  is  not  a  contractual  obligation 
and  is  performed  as  a  service  to  members.    To  date,  HealthPASS  enrollment 
in  WIC  is  about  the  same  as  that  of  the  traditional  Medicaid  program.   The 
GAO  suggested  that  enrollment  of  HealthPASS  members  in  WIC  could 
increase  if  HMA  were  allowed  to  provide  the  names  of  its  members  to  WIC 
and  if  WIC  used  this  information  in  its  outreach  efforts.    HMA  believes 
(although  the  GAO  disagrees)  that  disclosing  information  about  individual 
members  would  violate  the  federal  Privacy  Act. 

PHYSICIAN  REIMBURSEMENT:   HMA  revised  its  financial  incentive 
arrangements  with  physicians  on  January  1.  1993.    The  changes  are 
intended,  in  part,  to  reduce  the  likelihood  that  care  provided  members  will  be 
limited  because  physicians  fear  incurring  a  financial  loss.    Changes  include 
increasing  capitation  rates,  suspending  repayment  of  referral  specialty  fund 
deficits,  and  eliminating  any  such  deficit  balances  a  physician  may  have  at 
the  end  of  the  year  if  quality  assurance/utilization  review  requirements  are 
met.    The  GAO  concluded  that  it  is  too  soon  to  determine  the  effects  of 
these  revised  financial  arrangements. 

QUALITY  ASSURANCE:    The  GAO  noted  that  HMA  s  quality  assurance 
program  meets  both  federal  and  state  requirements,  and  also  contains 
provisions  that  go  beyond  those  mandated  by  the  state  for  the  traditional 
Medicaid  fee-for-service  program.    The  GAO  found,  however,  that  HMA  may 
unknowingly  be  contracting  with  physicians  who  have  been  sanctioned  in 
states  where  they  are  licensed  or  by  hospitals  where  they  have  practiced,  or 
who  have  had  malpractice  claims  paid  on  their  behalf.    Of  the  2,200 
HealthPASS  providers,  the  GAO  found  that  72  had  had  malpractice  claims 
paid  on  their  behalf  and  that  3  had  had  sanctions  taken  against  them  or  their 
licenses.    Some  of  this  information  is  available  to  HMA,  for  a  fee,  from  the 
Federation  of  State  Medical  Boards.    The  GAO  recommended  that 
Pennsylvania  require  HMA  to  subscribe  to  this  service.    Additional 
information  is  contained  in  the  National  Practitioner  Data  Bank.    HMA, 
however,  is  excluded  by  federal  law  from  accessing  the  Data  Bank.    The 
GAO  recommended  that  the  law  be  changed  to  permit  entities  like  HMA  to 
access  these  data. 

MEMBER  SATISFACTION:    Physicians  and  community  representatives 
surveyed  by  the  GAO  preferred  HealthPASS  over  fee-for-service  Medicaid. 
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Mr.  Towns.  Thank  you  very  much,  Mr.  Henley.  Let  me  begin 
with  you,  Mr.  Burruss.  You  indicated  that  rare  diseases  were  taken 
into  consideration  in  terms  of  formularies.  What  about  race  and 
age  group? 

Mr.  Burruss.  We  are  blind  to  those  issues.  What  comes  before 
us  is  sickness,  period.  When  we  are  faced  with  a  disease  State  for 
which  we  don't  happen  to  have  a  drug  on  formulary,  we  have  a 
process  called  the  "Non-Formulary  Drug  Requisition  Process." 

Mr.  Towns.  How  does  that  work? 

Mr.  Burruss.  It  is  very  simple.  We  get  an  order,  just  like  we 
would  for  a  formulary  order.  The  pharmacist  may  question  the  phy- 
sician by  telephone.  The  physician  will  offer  an  explanation  for  why 
he  wants  to  do  that,  and  invariably,  we  go  out  and  get  that  drug. 
We  have  had  State  police,  red  lights,  and  sirens  to  bring  drugs  like 
that  from  other  institutions.  We  pay  charter  airfare  to  fly  in  medi- 
cations that  we  do  not  have  to  meet  those  needs. 

Mr.  Towns.  When  you  say  "blind,"  I  want  to  make  sure  I  under- 
stand you.  Earlier  today,  Ms.  Georges  from  the  Bronx  gave  us  some 
powerful  testimony  indicating  the  fact  that  based  on  race  and  age, 
that  sometimes  certain  drugs  did  not  work  and  so,  therefore,  as  a 
result  of  that,  they  were  very  sensitive  to  it. 

So  when  you  say  you  are  "blind,"  what  does  that  really  mean? 
To  me  it  sounds  like  in  sensitivity. 

Mr.  Burruss.  It  means  I  have  not  worked  in  an  environment  in 
which  I  have  faced  the  unfortunate  circumstances  she  describes. 
Patients  come  to  us.  Whether  they  are  indigent,  regardless  of  race, 
color,  creed,  religion,  we  treat  them,  period. 

Mr.  Towns.  Do  you  have  black  patients? 

Mr.  Burruss.  Absolutely.  We  have  Oriental,  we  have  Hispanic. 

Mr.  Towns.  Let  me  ask  you  this.  What  about  the  performance 
of  drugs  across  racial  lines?  I  just  want  to  make  certain.  I  don't 
want  to  badger  you,  but  I  think  this  is  a  very  important  issue  we 
discussed  in  nere. 

Mr.  Burruss.  I  happen  to,  as  well. 

Mr.  Towns.  I  sort  of  feel  almost  uncomfortable  going  after  it  this 
way.  But  what  about  the  performance  across  racial  lines?  Do  you 
believe  in  that? 

Mr.  Burruss.  Absolutely.  There  is  hard  scientific  data  that  indi- 
cate that  some  drugs  work  in  some  races  better  than  others. 

Mr.  Towns.  But  you  have  not  seen  this  in  terms  of  your  involve- 
ment? 

Mr.  Burruss.  We  have  the  necessary  drug  armamentarium  to 
treat  diseases,  regardless  of  race,  color,  creed,  religion,  anything 
else.  It  is  an  important  part,  and  I  think  an  important  concept, 
that  must  be  folded  into  any  drug  formulary.  There  is  a  real  dif- 
ference between  just  simply  restricting  drugs  based  on  bureaucratic 
process  and  restricting  therapy,  drug  therapy. 

Mr.  Towns.  This  whole  thing,  as  you  know,  is  designed  to  try 
and  cut  costs.  You  agree  with  that,  right?  And  there  are  those  of 
us  who  are  very  concerned  about  the  fact  that  in  the  process  of  cut- 
ting costs,  that  you  are  also  cutting  care. 

When  we  know  that  there  are  certain  factors  that  enter  the  pic- 
ture in  terms  of  race,  age,  and  all  that,  and  if  someone  is  not  sen- 
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sitive  to  those  kind  of  issues,  I  think  that  could  affect  the  outcome 
in  terms  of  care. 

Mr.  BURRUSS,  I  would  agree  with  that.  Another  point  that  I 
would  make  to  simplify  this.  Safety 

Mr.  Towns.  That  is  the  House  bell,  don't  worry.  That  is  some- 
thing that  the  members  up  here  have  to  worry  about. 

Mr.  BuRRUSS.  Safety,  eflticacy  and  cost  or  economics — ^those  are 
the  three  primary  considerations  in  a  formulary,  in  my  opinion, 
and  it  has  to  be  in  that  order.  It  has  to  be  safe,  it  has  to  be  effec- 
tive, and  then  we  deal  with  the  cost  issue. 

Mr.  Towns.  Let  me  just  get  your  reaction  to  Mr.  Henley,  who  in- 
dicated that  he  has  been  able  to,  in  the  program  that  he  is  involved 
in  to  cut  costs,  save  money,  without  any  of  this.  What  is  your  reac- 
tion to  that?  I  would  like  to  get  yours,  Mr.  Blissenbach,  and  also 
yours,  Mr.  Burruss,  because  that  sounded  as  if  that  might  be  some- 
thing that  I  could  sort  of  subscribe  to. 

Mr.  Blissenbach.  I  cannot  comment  on  Mr.  Henley's  program. 

Mr.  Towns.  But  what  he  said,  his  comment. 

Mr.  Blissenbach.  If  his  comment  was  he  can  save  costs  without 
drug  formularies,  I  did  not  quite  hear  it  that  way.  I  would  be  inter- 
ested to  go  back  and  see  if  that  is  what  he  said. 

Mr.  Towns.  Mr.  Henley,  was  that  what  you  said? 

Mr.  Henley.  I  think  that  what  I  am  saying  is  that  drug  costs, 
in  and  of  themselves,  are  a  small  amount  of  the  cost  involved  that 
is  being  discussed  now,  that  attempts  being  made  to  reduce.  That 
overall  pharmacy  cost  is  a  small  part  of  that,  and  one  can  look  at 
other  areas  and  have  significant  reductions — ^hospitalization,  things 
of  that  nature. 

Mr.  Blissenbach.  I  can  comment.  The  drug  formulary  program 
is  a  significant  part  of  our  ability  to  provide  a  quality  of  care  to 
the  members  of  our  HMOs  while  we  maintain  managed  costs.  It  is 
part  of  an  overall  program  that  includes  generics,  and  includes  con- 
tracts for  volume  purchases,  and  so  on. 

Mr.  Towns.  Thank  you  very  much.  I  see  we  have  the  red  light. 
Let  me  just  say  to  the  members  that  I  understand  in  another  10 
minutes  there  is  going  to  be  a  journal  vote  so,  at  that  point  in  time, 
we  have  to  make  a  decision  as  to  the  time  for  recess  and  how  we 
work  it  out.  Mr.  Horn. 

Mr.  Horn.  Thank  you  very  much,  Mr.  Chairman.  I  have  enjoyed 
hearing  the  comments  of  this  panel  and  the  other  panels. 

Let  me  ask  all  of  you  this  question,  whoever  would  like  to  handle 
it.  We  all  know  doctors  are  busy  people.  Drug  companies  hire  very 
articulate,  effective  representatives  to  inform  doctors  about  the 
value  of  their  products.  And  some  doctors  do  want  to  prescribe,  by 
brand  name,  various  pharmaceuticals. 

From  what  you  know  of  generic  equivalence,  how  equivalent  are 
they  in  terms  of  a  range  of  possible  pharmaceutical  prescriptions 
that  might  be  made?  How  much  of  the  problem  of  cost  can  we  real- 
ly, legitimately  solve  by  generic  equivalents  that  really  are  equiva- 
lent, not  just  labeled  that? 

You  know  the  background  on  some  of  those,  so  you  stated,  Mr. 
Henley,  that  you  didn't  have  a  worry  about  that  equivalent. 

Mr.  Henley.  Let  me  say  that,  in  a  program  in  which  generics  are 
not  mandated,  we  see  a  39  to  40  percent  use  of  generics  on  the  part 
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of  physicians,  voluntarily,  without  it  being  mandated,  I  don't  know 
if  that  is  answering  your  question. 

Mr.  Horn.  Well,  that  helps.  But  some  physicians  might  just  say, 
"Hey,  I  want  the  brand  name."  Are  they  really  justified  in  saying 
that,  when  you  look  at  the  actual  pharmaceutical  qualities? 

Mr.  Henley.  I  think  that  there  are  physicians  who  don't  know. 
I  think  that  there  are  physicians  who  really  don't  understand 
generics.  I  think  that  there  are  legislators  who  have  been  detailed 
as  much  as  physicians,  and  do  not  know  the  difference. 

The  people  at  this  table  here  know  that  the  bulk  drugs  made  by 
some  manufacturers  are  put  in  a  red-and-white  capsule  and  sold  as 
the  brand  name  and  put  in  a  yellow  and  sold  as  tne  generic  name, 
and  it  is  the  same  batch  by  the  same  company.  We  are  in  the  busi- 
ness. We  know  that.  But  the  doctor  does  not  know  that,  because 
he  has  not  been  to  the  manufacturing  company.  He  does  not  know. 
But  we  know  that. 

Mr.  Horn.  There  is  also  the  patient  that  hears  the  advertis- 
ing  

Mr.  Henley.  Right. 

Mr.  Horn  [continuing].  That  says  to  the  doctor,  or  feels,  "I'm  not 
really  being  fairly  treated  by  you,  doctor,  unless  I  get  the  brand 
name." 

Mr.  Henley.  I  think  the  real  question  there  is  how  effective  will 
a  medication  be  to  a  patient  who  believes  that  the  medication  is 
inferior?  Now,  that,  to  me,  is  a  real  question.  Are  you  likely  to  get 
well  if  you  believe,  truly  believe  that  the  medication  you  are  taking 
is  inferior? 

Mr.  Horn.  Have  there  been  many  studies  on  that  issue? 

Mr.  Henley.  I  don't  know. 

Mr.  Horn.  Thats  a  very  interesting  point,  I  think,  and  maybe  we 
could  check  and  see  if  there  have  been.  Can  the  people  that  man- 
age a  formulary — the  pharmacists  involved — can  they  really  sort 
out  the  legitimate  generics  in  relation  to  the  brand  name?  Do  they 
get  the  knowledge  that  you  have  to  know  when  it  is  a  legitimate 
equivalent? 

Mr.  Bussenbach.  I  can  answer  a  little  bit  of  that.  The  FDA,  as 
you  probably  know,  provides  information  through  their 
Dioequivalency  studies.  There  is  a  department  in  place  to  do  that, 
and  that  information  gives  very  good  guidelines  as  to  the  equiva- 
lency, not  only  by  drug  versus  dfrug  or  chemical  entity  versus  chem- 
ical entity,  but  also  in  terms  of  the  manufacturer. 

So  there  are  guidelines  that  are  available  that  should  be  really 
followed. 

Mr.  Henley.  I  could  not  subscribe  to  that,  because  we  also  know 
that  the  FDA  is  not  at  that  generic  manufacturer  on  a  routine 
basis,  testing  the  batches  of  those  drugs  before  they  are  released, 
and  I  think  we  know  that.  We  know  what  the  bioassays  are  sup- 
posed to  be,  but  the  process,  ongoing,  is  not  there. 

Mr.  Horn.  I  hate  to  think  of  another  Federal  report,  but  it  would 
be  in  the  public  interest  if  we  knew  how  they  batched  them,  coming 
through  the  assembly  line,  into  generics  versus  brand.  Yes,  sir. 

Mr.  BURRUSS.  Mr.  Horn,  if  I  might  add,  the  question  that  you 
put  to  us  is  an  extremely  important  one  and,  I  think,  integral  to 
just  what  a  formulary  committee  or  a  P&T  committee  is  all  about. 
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That  is  a  group  of  licensed  caregivers — ^physicians,  pharmacists,  et 
cetera,  who  have  as  their  business  making  those  kinds  of  investiga- 
tions and  determinations. 

Mr.  Horn.  I  think  you  are  absolutely  right,  and  I  have  heard 
many  a  doctor  admit  that  the  pharmacist's  knowledge  is  absolutely 
key,  because  they  cannot  completely  keep  up  on  all  of  the  effects, 
and,  particularly,  the  interaction  of  different  prescriptions  as  such. 

Thank  you,  Mr.  Chairman. 

Mr.  Towns.  Thank  you,  Mr.  Horn.  Mr.  Mica. 

Mr.  Mica.  I  think  that  you  end  up  with  these  government  pro- 
gprams  like  Medicaid  that  end  up  being  very  costly  and  ineffective, 
and  you  end  up  with  people  sitting  up  here  trying  to  figure  out 
ways  to  put  artificial  controls  that  don't  end  up  working,  and  you 
end  up  with  the  poor  people  getting  shafted  both  by  the  program 
and  then  by  one  part  of  it,  which  is  this  prescription  drug  cost  reg- 
ulation. 

In  effect,  though,  HMOs  and  private  insurers  do  the  same  thing, 
don't  they,  but  on  a  different  basis?  Is  that  not  more  effective,  to 
sign  these  people  up  for  private  insurance  again,  or  HMOs? 

Mr.  Blissenbach.  Well,  we  have — and  you  heard  testimony  ear- 
lier this  morning — we  have  a  significant  Medicaid  population  in  our 
HMO  population  already.  The  trend  is,  in  many  States,  to  move 
Medicaid  population  into  HMOs  and  that  population  follows  our 
drug  formularies,  and  we  do  so  essentially  with  no  problem  at  all. 

The  key  to  the  development  of  our  drug  formulary  is  the  process 
by  which  it  is  developed,  and  the  drug  formulary,  as  I  sit  and  listen 
to  the  testimony,  it  is  like  a  term.  The  key  is  the  input  that  goes 
into  it. 

Our  drug  formularies  are  developed  by  private  practice  physi- 
cians who  say  "This  is  what  we  need  to  practice  medicine;  this  is 
what  we  don  t  need;  this  is  what  is  the  same  as."  And  then  there 
is  a  process  to  take  care  of  the  exceptions,  the  outliners,  those  that 
don't  quite  fit  into  the  rest  of  that  box.  But  you  are  exactly  right. 
That  is  what  the  HMOs  and  the  private  insurers  are  doing. 

Mr.  Mica.  When  you  sign  somebody  up  for  your  HMO,  what  is 
the  average  cost? 

Mr.  Blissenbach.  The  premium  cost? 

Mr.  Mica.  Yes. 

Mr.  Blissenbach.  The  average  premium  cost  I  am  guessing,  for 
a  single,  it  is  probably  running  about  $125  per  month,  and  the  fam- 
ily, I  would  guess,  runs  about  $300  a  month.  The  figure  may  be 
wrong,  but  the  information  says  it  is  less  than  indemnity  insur- 
ance. 

Mr.  Mica.  If  you  came  to  my  State,  it  is  costing  us  $5,000  apiece, 
and  we  worked  with  you  all,  we  could  sign  up  5  times  as  many, 
4  times  as  many,  3  times  as  many. 

Mr.  Blissenbach.  I  don't  know. 

Mr.  Mica.  Does  that  include  any  prescription? 

Mr.  Blissenbach.  It  all  includes  prescription  drug  benefits.  All 
of  the  HMOs,  prescription  drug  benefit  is  part  of  the  premium. 

Mr.  Mica.  It  sounds  like  we  are  doing  something  wrong. 

Mr.  Blissenbach.  I  can  tell  you  that  in  our  HMOs,  where  we 
have  both  populations,  we  show  a  significant  reduction  in  pharma- 
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ceutical  expenditures  from  previous  when  we  enrolled  Medicaid 
population. 

Mr.  Mica.  Thank  you. 

Mr.  Towns.  Thank  you  very  much.  Let  me  thank  all  of  you  for 
your  testimony.  I  ready  appreciated  it.  It  was  very  informative. 
Thank  you  very,  very  much. 

I  would  like  to  call  on  our  next  panel,  which  represents  a  number 
of  patient  groups.  Mr.  Burgmann,  Ms.  Johnson,  Mr.  Kitterman, 
and  Ms.  Layman.  Also,  Dr.  Rosenthal  will  come  forward  to  provide 
technical  assistance,  if  needed.  So,  Dr.  Rosenthal,  why  don't  you 
just  pull  up  a  chair  to  the  table? 

I  guess  you  have  heard  the  rules  in  terms  of  the  light  and  what 
it  means  and  all  of  that,  so  if  you  would  just  summarize,  your  en- 
tire statement  will  be  included  in  the  record. 

Why  don't  we  begin  with  you,  Mr.  Burgmann. 

STATEMENT  OF  FRANK  BURGMANN,  EXECUTIVE  VICE  PRESI- 
DENT, NATIONAL  DEPRESSIVE  AND  MANIC  DEPRESSIVE  AS- 
SOCIATION, AND  PRESIDENT,  FLORIDA  DEPRESSIVE.  AND 
MANIC  DEPRESSIVE  ASSOCIATION 

Mr.  Burgmann.  Thank  you,  Congressman  Towns.  My  name  is 
Frank  Burgmann,  and  I  am  the  executive  vice  president  of  the  Na- 
tional Depressive  and  Manic  Depressive  Association,  also  the  presi- 
dent of  the  Florida  Depressive  and  Manic  Depressive  Association. 
I  represent  the  views  of  those  two  organizations  to  the  Coalition  for 
Equal  Access  to  Medicines. 

Our  organization  is  a  disorder  specific  self-help  association  cre- 
ated and  managed  by  patients.  The  National  DMDA's  overriding 
concern  with  the  Medicaid  system  can  be  expressed  in  a  single 
word:  "access" — access  to  care,  access  to  treatment,  access  to  appro- 
priate medications,  and  access  to  the  hope  for  wellness  and  return 
to  a  functional  life  for  the  people  who  are  in  the  Medicaid  system. 

I  think  I  probably  had  better  read  a  little  bit  of  this  testimony, 
because  you  referred  to  it  earlier,  and  I  am  sure  I  saw  some  people 
scratching  their  heads. 

I  want  to  share  with  you  just  briefly  a  personal  story,  a  personal 
experience  that  happened  to  me  a  few  weeks  ago. 

We  run  a  hotline  in  Florida  for  patients  who  have  the  mood-effec- 
tive disorders.  When  your  phone  rings  in  the  middle  of  the  night, 
do  you  ever  notice  that  little  surge  of  adrenalin  as  you  reach  for 
it  because  you  wonder  what  is  happening  in  the  middle  of  the 
night?  Well,  I  get  the  adrenalin  surge,  but  it  is  generally  a  pretty 
big  adrenalin  surge,  and  it  comes  with  a  cold  sweat,  because  I 
know  when  somebody  is  calling  me  at  2:30  a.m.,  there  is  some  kind 
of  a  crisis  going  on. 

This  particular  night  when  it  happened,  an  individual  called  me 
and  was  threatening  suicide.  It  was  very  easy — I  knew  the  individ- 
ual— it  was  very  easy  to  assess  that  he  had  both  the  intent  and  the 
means  to  accomplish  this.  So  when  he  got  through  the  initial  panic 
of  the  call  I  asked  why  had  this  come  up  at  this  particular  time? 

He  informed  me  that  he  had  been  to  his  community  mental 
health  center  doctor  that  day  and  the  doctor  had  told  him  that  a 
medication  that  he  had  been  on  for  the  last  4  years  was  being  re- 
moved from  the  market  and  would  be  no  longer  available,  and  he 
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could  not  face  the  idea  of  an  indeterminate  hospital  stay  to  change 
medications,  and  some  other  personal  situations  in  his  life.  His 
wife  and  son  had  recently  returned  to  the  home  where  they  had 
been  separated  for  a  couple  of  years.  And  he  said,  "You  know,  I'm 
just  not  going  to  go  through  with  it." 

Well  fortunately,  in  the  process  of  him  spinning  his  story,  I  real- 
ized I  knew  what  drug  he  was  on,  and  I  realized  what  he  was  talk- 
ing about,  and  his  doctor  had  given  him  a  piece  of  misinformation. 

They  are  in  the  process  of  creating  a  prior  authorization  plan  in 
Florida,  and  this  particular  drug  was  going  to  be  on  that  prior  au- 
thorization. So  the  doctor  took  a  shortcut.  He  just  told  the  patient 
that  it  would  no  longer  be  available,  and  he  would  have  to  change 
medications.  And  it  impacted  this  person's  life  so  severely  that  he 
wanted  to  commit  suicide  over  the  proposition. 

So  over  a  period  of  45  minutes  or  an  hour,  I  got  the  guy  calmed 
down  and,  fortunately,  he  did  not  attempt  and  has  not  yet  at- 
tempted suicide.  I  hope  that  this  was  an  isolated  incident,  because 
I  can't  stand  too  many  of  those  calls  in  the  middle  of  the  night,  per- 
sonally. 

But  this  is  the  type  of  thing  that  sometimes  happens  in  a  situa- 
tion like  this.  It  is  very  easy  to  sit  here  and  talk  about  millions  of 
people  on  Medicaid  and,  you  know,  hundreds  of  thousands  and  mil- 
lions of  dollars  that  can  be  saved  by  doing  a  drug  formulary  or  a 
prior  authorization  or  something  like  that  and,  too  often,  the  sto- 
ries of  the  patients  basically  go  untold,  for  whatever  reason. 

But  that  is  where  the  rubber  hits  the  road,  ladies  and  gentlemen; 
how  the  patient  reacts  to  the  situation.  Now,  there  was  a  question 
of  the  last  panel,  several  questions,  about  generic  medications  and 
if  the  patient  thinks  he  is  getting  a  second-class  medication,  is  it 
going  to  work,  will  it  ever  work — that  type  of  thing. 

I  can't  speak  to  that,  but  I  would  like  to  share  a  little  personal 
knowledge  with  you  about  the  generic  medications.  Through  talk- 
ing with  good  pharmacists,  such  as  these  gentlemen  that  were  here 
at  the  table  in  the  last  panel,  plus  a  lot  of  personal  effort  on  my 
own  part,  I  have  learned  quite  a  big  about  the  generic  medications. 

Yes,  there  are  differences.  They  differ  from  company  to  company 
by  who  compounds  them.  The  FDA  regulation  is  that  that  generic 
equivalent,  so-called,  can  be  plus  or  minus  20  percent  of  the  actual 
bio-availability  of  the  branded  drug.  I  see  the  red  light.  Thank  you. 

[The  prepared  statement  of  Mr.  Burgmann  follows:] 
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Good  morning,  Mr.  Chairman  and  Members  of  this 
Subcommittee. 

My  name  is  Frank  Burgmann. 

I  am  President  of  the  Florida  Depressive  and  Manic 
Depressive  Association,  and  am  here  to  express  its  views.  I  am 
also  Executive  Vice  President  of  the  National  Depressive  and 
Manic  Depressive  Association.  Both  groups  are  self-help 
associations,  created  and  managed  by  patients. 

Thank  you  for  inviting  me  to  participate  in  your  inquiry 
about  the  potential  impact  of  a  Clinton  Administration  proposal 
to  reinstate  formularies  for  Medicaid  patients. 

I  can  sum  up  the  position  of  our  Florida  association  toward 
Medicaid  and  medications  in  a  single  word:  access.  We  need 
increased  access  to  critical  medications.  We  need  increased 
access  to  treatment.  We  need  increased  access  to  the  hope  for 
wellness,  and  a  return  to  a  functional  life.  Medicaid 
formularies  would  reduce  that  access.  We  strongly  urge  you  to 
reject  this  proposal.  No  one  who  favors  it  could  understand 
what's  really  at  stake. 

Treating  severe  mental  illness  costs  our  nation  roughly  $27 
billion  a  year  in  direct  medical  expenses,  acccording  to  a 
recent  report  by  the  National  Advisory  Mental  Health  Council. 
When  the  social  costs  are  also  included,  severe  mental  disorders 
exact  an  annual  financial  toll  of  $74  billion.  This  total 
accounts  for  the  dollar  costs  of  shortened  lives,  lost 
productivity,  as  well  as  the  costs  incurred  in  the  criminal 
justice  and  social  service  systems.  But  it  cannot  begin  to 
account  in  human  terms  for  the  staggering  emotional  cost  and 
pain  borne  by  Americans  with  severe  mental  illnesses  and  by 
their  families. 
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We  have  become  much  more  knowledgeable  about  serious  mental 
health  problems  in  recent  years.  Whereas  many  with  these 
problems  were  once  not  only  stigmatized  but  locked  ^.way  forever, 
today  we  know  we  can  treat  many  severe  menta  disorders  as 
effectively  as  we  treat  other  illnesses.  The  most  effective 
treatments  generally  take  the  form  of  prescription  drugs.  And 
breakthroughs  are  happening  all  the  time.  The  report  by  the 
National  Advisory  Mental  Health  Council  notes,  for  example,  that 
new  medicines  are  proving  increasingly  successful  in  dealing 
with  such  problems  as  schizophrenia,  manic  depression,  major 
depression,  and  obsessive-compulsive  disorder. 

That's  the  good  news.  The  bad  news  is  that  formularies  may 
prevent  Medicaid  patients  from  receiving  proper  treatment  for 
these  very  serious  diseases.  Those  of  us  who  have  to  take  these 
drugs  know  that  sometimes  they  become  less  effective,  and 
doctors  have  to  prescribe  other  medications.  In  many  cases, 
these  newer  medicines  might  not  be  on  the  state  formulary. 

Let  me  give  you  a  few  examples  from  my  own  experience. 

I  work  as  the  Director  of  Resident  Advocacy  for  the  G. 
Pierce  Wood  Memorial  Hospital,  a  Florida  state  mental 
institution.  Although  we  have  several  hundred  residential 
patients,  we  are  trying  to  return  many  of  them  to  functional 
lives  in  the  community.  We  have  been  successful,  for  example,  in 
stablizing  many  schizophrenia  patients  by  injecting  them  with  a 
dose  of  the  drug  haliperidol  or  prolixin.  (The  hospital 
medication  is  paid  for  out  of  a  non-Medicaid  budget) . 

These  patients  resume  productive  lives  in  the  community. 
But  since  the  crucial  drugs  are  not  covered  by  the  Medicaid 
formulary  in  Florida,  the  patients  end  up  back  in  the  hospital. 
If  the  medicines  were  affordable  to  outpatients,  they  would 
avoid  being  re-institutionalized.  In  other  words,  an  effort  to 
save  the  state  money  ends  up  costing  much  more.  Of  course,  the 
cost  in  human  terms  is  beyond  calculation. 

Let  me  share  another  story  from  my  personal  experience  -- 
one  that  I  believe  demonstrates  the  dangerous  loophole  in  the 
1990  Omnibus  Budget  Reconciliation  Act-  which  permits  states  to 
create  Prior  Approval  systems  that  become  de  facto  formularies. 

Have  you  ever  noticed  when  your  phone  rings  in  the  middle 
of  the  night  that  surge  of  adrenalin  as  you  reach  for  it?  Mmle 
comes  with  a  cold  sweat,  because  I  know  that  someone  is  facing  a 
crisis.  Several  months  ago,  I  got  a  suicide  call  at  2:30  a..m. 
After  working  through  the  caller's  initial  panic,  I  determined 
he  had  both  a  plan  and  the  means  to  commit  suicide.  I  asked  "Why 
do  you  feel  this  need  to  kill  yourself?"  The  story  was  very 
ugly. 
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His  doctor  had  told  him  that  the  medication  he  had  been 
taking  successfully  for  the  last  four  years  would  "no  longer  be 
on  the  market  in  the  near  future."  He  was  told  that  he'd  have  to 
be  put  back  in  the  psychiatric  hospital  for  an  indefinite  period 
just  to  change  from  his  present  medication  to  whatever  else  the 
doctor  could  prescribe.  He  had  been  this  route  before,  and  said, 
"Frank  I  can't  go  back  there.  If  I  have  to  go  to  the  hospital,  I 
will  lose  everything.  If  I  kill  myself  tonight,  at  least  I  did 
it  to  myself . " 

Fortunately,  this  story  did  not  end  in  tragedy.  I 
recognized  immediately  that  he  was  talking  about  a  drug  which 
shortly  will  be  placed  one  the  Prior  Approval  List  in  Florida, 
but  not  taken  off  the  market.  It  will  be  extremely  inconvenient 
for  the  doctor  to  prescribe,  since  it  will  involve  extra  paper 
work,  telephone  calls,  and  justifying  its  use  for  this 
particular  Medicaid  patient  to  a  state  pharmacist.  All  these 
extra  obstacles.  And  a  human  life  almost  was  lost  in  the 
process . 

The  real  issue  here  before  you  is  not  the  false  savings 
promised  by  formularies,  but  the  monstrous  cost  in  prolonged 
human  suffering  and  death.  Medicaid  recipients  are  not  in  some 
far-away  Third  World  country,  and  they  should  not  be  treated 
like  second-class  citizens.  They  deserve  the  same  access  to 
medical  care  as  you  and  I. 

I  urge  you  to  repeal  the  loophole  in  the  law  which  allows 
states  to  create  Prior  Approval  systems,  and  to  block  any  effort 
to  limit  access  through  formularies. 

Thank   you   again   for   the   invitation  to  express  my  views. 
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Mr.  Towns.  Thank  you.  Mr.  Kitterman. 

STATEMENT  OF  JAMES  R.  KITTERMAN,  EXECUTIVE  DIRECTOR, 
THE  CANDLELIGHTERS  CHILDHOOD  CANCER  FOUNDATION 

Mr.  Kitterman.  Thank  you.  Mr.  Chairman,  distinguished  mem- 
bers of  the  subcommittee,  my  name  is  Jim  Kitterman.  I  am  the  ex- 
ecutive director  of  the  Candlehghters  Childhood  Cancer  Founda- 
tion. I  am  also  the  parent  of  a  survivor  of  childhood  cancer.  The 
Candlehghters  Foundation's  membership  of  40,000  individuals  is 
composed  of  children  with  cancer,  survivors  of  childhood  cancer, 
their  parents  and  family  members,  and  the  professionals  who  care 
for  them. 

For  over  23  years,  Candlelighters  has  supported  advances  in  can- 
cer research  and  worked  to  inform  and  educate  our  members  so  as 
to  enable  them  to  select  and  provide  the  best  available  form  of 
treatment.  While  we  recognize  the  budgetary  problems  that  in- 
creasing Medicaid  costs  are  causing  both  Federal  and  State  govern- 
ments, we  cannot  support  any  provisions  which  would  allow  indi- 
vidual States  to  establish  restrictive  drug  formularies. 

Such  restrictive  drug  formularies  could  be  detrimental  to  the  ad- 
vances and  successes  achieved  in  the  treatment  of  childhood  cancer 
and  would  allow  cost  to  dictate  care,  rather  than  compassion  and 
scientific  knowledge.  Restrictive  drug  formularies  and  permitting 
immediate  prior  authorization  could  jeopardize  the  treatment  of 
cancer  in  children  in  many  ways,  as  well  as  creating  the  oppor- 
tunity of  placing  an  undue  financial  burden  upon  families  of  chil- 
dren who  already  face  potential  financial  ruin. 

Cancer  treatment,  especially  in  children,  is  a  rapidly  evolving 
area  of  medicine.  For  many  cancers  that  affect  children,  there  is  no 
guaranteed  or  even  standard  treatment,  and  the  doctor's  ability  to 
help  the  patient  beat  their  disease  is  dependent  upon  their  access 
to  state-of-the-art  treatment. 

Oflen  the  best  available  form  of  treatment,  or  state  of  the  art, 
requires  the  use  of  drugs  for  unlabeled  indications.  This  is  ex- 
tremely important  to  note  for,  in  childhood  cancer,  40  percent  of  all 
treatment  in  childhood  cancer  involves  the  use  of  drugs  for 
unlabeled  indications. 

This  important  fact  is  recognized  in  the  current  Medicaid  statute, 
which  requires  States  to  cover  medically  accepted  unlabeled  indica- 
tions, or  those  included  in  major  medical  compendia  or  supported 
by  the  peer-reviewed  medical  literature. 

Also,  an  important  fact  to  take  into  consideration  here  is  that  the 
advances  in  treatment  of  childhood  cancer  have  occurred,  in  large 
part,  due  to  the  work  of  cooperative  cancer  study  groups  in  this  Na- 
tion. Among  these  are  the  Children's  Cancer  Group  and  the  Pedi- 
atric Oncology  Group. 

The  success  of  these  cooperative  efforts  is  dependent  upon  their 
ability  to  ensure  that  children  enrolled  in  their  studies  have  access 
to  and  receive  the  same  chemotherapeutic  drugs  as  prescribed  in 
a  particular  protocol. 

Currently,  nearly  60  percent  of  all  children  treated  for  cancer  are 
part  of  a  cooperative  protocol  study.  If  individual  States  are  al- 
lowed to  develop  their  own  Medicaid  drug  formularies,  these  coop- 
erative studies  would  be  seriously  hindered. 
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According  to  Dr.  Archie  Blyer,  president  of  the  Children's  Cancer 
Group,  ana  Dr.  Sharon  Murphy,  president  of  the  Pediatric  Oncol- 
ogy Group,  restrictive  drug  lormularies  from  State  to  State  would 
create  a  serious  impediment  and  limit  their  ability  to  evaluate  new 
treatments  on  behalf  of  children  with  cancer.  If  all  Medicaid  pa- 
tients in  all  States  could  not  participate  in  a  cooperative  study  due 
to  restrictive  drug  formularies,  there  is  the  potential  to  set  back 
the  advances  achieved  in  the  treatment  of  childhood  cancer. 

Over  the  years,  Candlelighters  has  also  served  tirelessly  to  en- 
sure that  chemotherapeutic  drugs  used  on  our  children  for  treat- 
ment of  cancer,  and  the  many  other  drugs  used  to  counter  the 
longlasting  side  effects  which  can  occur  as  a  result  of  necessary  ag- 
gressive treatment  for  children  with  cancer,  are  not  iust  effective, 
but  safe  as  well.  We  have  concerns,  and  we  cannot  help  but  believe 
that  many  State  Medicaid  drug  formularies  will  be  created  solely 
of  the  least-expensive  drugs — not  the  most  effective  and  not  the 
safest. 

In  my  written  testimony,  I  gave  an  example  of  how  a  generic  or 
therapeutic  substitution  could  be  detrimental  to  my  own  son'.s  situ- 
ation, who  relies  upon  a  thyroid  hormone.  I  would  like  to  give  you 
another  example  of  how  not  providing  the  most  effective  drug  on 
a  drug  formulary  could  cause  problems. 

There  is  an  antinausea  drug  currently  out  that  is  called  Zofran. 
It  is  widely  recognized  by  both  medical  professionals  and  cancer  pa- 
tients as  a  "miracle"  drug.  Its  effectiveness  to  lessen  and,  in  many, 
many  instances,  prevent  the  bouts  of  nausea  and  vomiting  cancer 
patients  suffer  from  during  treatment,  has  helped  to  decrease  loss 
of  appetite,  dangerous  weight  loss,  and  the  psychological  dread  that 
cancer  patients  have  toward  treatment. 

But  Zofrsin  is  not  the  least-expensive  drug  of  its  kind,  and  we 
recognize  that.  Others,  such  as  Adavan,  Reglan,  and  Phenergan, 
which  were  widely  used  in  children  before  Zofran  was  available, 
are  less  expensive,  but  they  are  nowhere  as  effective. 

With  these  less  expensive  and  highly  less-effective  drugs  avail- 
able and  with  the  climate  to  cut  costs  which  exist,  it  is  inconceiv- 
able to  believe  that  Zofran  would  make  all  States'  Medicaid  drug 
formularies,  and  it  is  not  just  a  shame,  but  it  is  a  gpross  irrespon- 
sibility of  health  care  management. 

Just  in  conclusion,  I  would  like  to  state  that  no  parent  wishes 
or  requests  less  than  the  best  available  form  of  treatment  for  their 
child.  And  no  child  deserves  anything  but  the  best  available  form 
of  treatment.  And  no  doctor  should  be  forced  to  provide  anything 
but  the  best  available  form  of  treatment. 

In  essence,  restrictive  drug  formularies  would  be  discriminatory 
against  the  impoverished  and  underserved,  relegating  them  to  sec- 
ond-class citizenship  when  it  comes  to  access  to  the  best  available 
form  of  treatment.  Please  do  not  allow  cost  to  drive  the  health  care 
system  in  this  country  but,  rather,  allow  compassion  and  scientific 
knowledge  to  dictate  the  quality  of  care  every  American  citizen  re- 
ceives. 

[The  prepared  statement  of  Mr.  Kitterman  follows:] 
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Mr.  Chairman  and  distinguished  members  of  the  subcommittee,  my 
name  is  Jim  Kitterman  and  I  am  the  Executive  Director  of  the 
Candlelighters  Childhood  Cancer  Foundation  and  the  parent  of  a  survivor 
of  childhood  cancer.  The  CandleUghters  Childhood  Cancer  Foundation's 
membership  of  40,000  individuals  is  composed  of  children  with  cancer, 
survivors  of  childhood  cancer,  their  parents  and  family  members  and  the 
professionals  who  care  for  them. 

For  over  23  years  Candlelighters  has  supported  advances  in  cancer 
research  and  worked  to  inform  and  educate  our  members  so  as  to  enable 
them  to  select  and  provide  the  best  available  form  of  treatment. 

I  am  here  today  to  oppose  any  provisions  which  would  allow 
individual  states  to  establish  restrictive  drug  formularies.  Such  restrictive 
drug  formularies  could  be  detriminal  to  the  advances  and  successes 
achieved  in  the  treatment  of  childhood  cancer. 

While  we  recognize  the  budgetary  problems  that  increasing 
Medicaid  costs  are  causing  both  Federal  and  State  governments,  we  can 
not  support  any  provisions  which  would  allow  cost  to  dictate  care  rather 
than  compassion  and  scientific  knowledge. 

Restrictive  drug  formularies  and  permitting  prior  authorization 
could  jeopardize  the  treatment  of  cancer  in  children  in  many  ways  as  well 
as  creating  the  opportunity  of  placing  an  undue  financial  burden  upon 
families  of  children  who  already  face  potential  financial  ruin. 


The  Candlelighters  Childhood  Cancer  Foundation  is  a  nonpfofit  organization  whose  free  services  and  publications 
are  supported  by  tax-exempt  donations  (IRS  #52-1071826)  and  the  American  Cancer  Society,  i 
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Cancer  treatment,  especially  in  children,  is  a  rapidly  evolving  area  of  medicine.  For  many 
cancers  that  effect  children  there  is  no  guaranteed  or  even  standard  treatment  and  the  doctors 
ability  to  help  the  patient  beat  their  disease  is  dependent  upon  their  access  to  the  state-of-the-an 
treatment.  Often  the  best  available  form  of  treatment,  or  state-of-the-an,  requires  the  use  of  drugs 
for  unlabeled  indications. 

This  is  extremely  important  to  note,  as  over  40%  of  all  treatment  for  children  with 
cancer  involves  the  use  of  drugs  for  unlabeled  indications.  This  important  fact  is  recognized  in  the 
current  Medicaid  statute  which  requires  States  to  cover  medically-accepted  imlabeled  indicarions- 
those  included  in  major  medical  compendia  or  supported  by  the  peer-reviewed  medical  literature. 

Also,  advances  in  the  treatment  of  childhood  cancer  have  occurred,  in  part,  due  to  the  work 
of  cooperative  cancer  study  groups -Children's  Cancer  Group  and  Pediatric  Oncology  Group.  The 
success  of  these  cooperative  efforts  is  dependent  upon  their  ability  to  insure  that  children  enrolled 
in  their  studies  have  access  to  and  receive  the  Scime  chemotherapeutic  drugs  as  prescribed  in  a 
particular  protocol. 

Currendy,  nearly  60%  of  all  children  treated  for  cancer  are  part  of  cooperative  protocol 
study.  If  indi-/idual  states  were  allowed  to  develop  their  own  Medicaid  drug  formularies,  these 
cooperative  studies  could  be  seriously  hindered. 

According  to  Dr.  Archie  Blyer,  President  of  the  Children's  Cane  .•  Group  and  Dr.  Sharon 
Murphy,  President  of  the  Pediatric  Oncology  Group,  restrictive  drug  formularies  from  state-to-state 
would  create  a  serious  impediment  and  limit  their  ability  to  evaluate  new  treatments  on  behalf  of* 
children  with  cancer.  If  all  Medicaid  patients  in  all  states  could  not  participate  in  a  cooperative 
study  due  to  restrictive  drug  formularies,  there  is  the  potential  to  set  back  the  advances  achieved 
in  the  treatment  of  childhood  cancer. 

Over  the  years,  Candlelighten  has  also  served  tirelessly  to  insure  that  the  chemotherapeutic 
drugs  used  on  our  children  for  treatment  of  cancer  and  the  many  other  drugs  used  to  counter  the 
long-lasting  side  effects  which  can  occur  as  a  result  of  the  necessary  aggressive  treatment  children 
with  cancer  receive  are  not  just  effective  but  safe  as  welL  We  have  concerns  and  can  not  help  but 
believe  that  many  States  Medicaid  drug  formularies  will  be  created  solely  of  the  least  expensive 
drug  -  not  the  most  effective  and  not  the  safest. 

In  some  instances  therapeutic  substitutions  used  in  high  dose  chemotherapy  may  not  be  as 
effective  and  can  even  be  dangerous  for  some  patients.  Patients  react  in  different  ways  to  different 
drugs.  Essentially,  appropriate  therapy  for  one  child  may  not  help  another  and  may  even  be 
harmful. 

This  is  equally  important  to  note  not  just  for  chemotherapeutic  drugs,  but  the  many  drugs 
children  who  survive  cancer  must  continue  take  to  counter  the  effects  of  the  aggressive  treatmenL 
My  own  son,  who  is  a  survivor  of  childhood  cancer,  takes  a  daily  dosage  of  a  thyroid  hormone  as 
a  result  of  his  treatment.  If  he  were  a  Medicaid  recipient  and  our  home  state  enacted  a  Medicaid 
drug  formulary  which  allowed  only  a  generic  thyroid  hormone  it  could  be  disastrous  for  my  son. 
The  appropriate,  effective  and  safe  dosage  for  my  son  was  determined  after  several  tests  and 
changes  in  his  prescription. 
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In  a  1989  article  by  Richard  A.  Levy,  PhD.  on  the  "Adverse  Consequences  of  Drug  Svvitching 
in  the  Stabilized  Patient,"  he  reports,  "Small  changes  in  the  dose  of  thyroid  hormone  can  alter  the 
rate  of  secretion  of  thyrotrophin  from  the  anterior  pituitary.  Even  modest  changes  in  thyroxine 
blood  levels  can  have  clinically  important  effects." 

A  final  important  fact  which  must  be  considered  in  the  impact  of  State  Medicaid  drug 
formularies  is  the  financial  impact  childhood  cancer  has  upon  a  family.  A  1987  study  performed 
by  Shirley  Lansky,  M.D.,  et  al.,  found  that  52%  of  the  gross  annual  income  of  a  family  of  a  child 
with  cancer  is  used  for  non-medically  related  out-of-pocket  expenses  such  as  child  care, 
transportation  and  meals.  For  any  child  and  their  family,  especially  those  who  must  rely  upon 
Medicaid  programs  for  reimbursement,  every  dollar  and  permy  counts. 

Therefore,  if  a  drug,  which  represented  the  best  available  form  of  treatment,  were  used  to 
treat  a  child  dependent  upon  Medicaid  and  it  was  noi  included  in  a  States  Medicaid  drug  formulary, 
the  denial  of  Medicaid  reimbursement  would  place  an  undue  financial  burden  upon  a  family  who 
is  already  facing  an  overwhelming  financial  bidden. 

No  parent  wishes  or  requests  less  than  the  best  available  form  of  treatment  for  their  chUd, 
no  child  deser/es  anything  but  the  best  available  form  of  treatment  and  no  doctor  should  be  forced 
to  provide  anything  but  the  best  available  form  of  treatment. 

In  essence,  restrictive  drug  formularies  would  be  discriminatory  against  the  impoverished 
and  imdeserved  relegating  them  to  second  class  citizenship  when  it  comes  to  access  to  the  best 
available  form  of  treatment. 

We  have  made  great  strides  in  the  past  20  years  in  the  treatment  of  childhood  cancer  which 
now  has  a  survival  rate  of  nearly  70%.  Do  not  allow  us  to  take  a  step  backwards  through 
legislation  which  would  limit  access  to  the  best  form  of  available  treatment  and  seriously  undermine 
the  work  of  cooperative  study  groups  in  their  search  for  a  cure. 

Do  not  allow  cost  to  drive  the  health  care  system  in  this  country,  but  rather  allow 
compassion  and  scientific  knowledge  dictate  the  quality  of  care  eveiy  American  citizen  receives. 
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Mr.  Towns.  Thank  you  very  much  and,  as  we  indicated,  your  en- 
tire statement  will  be  included  in  the  record. 

As  you  can  see,  we  have  a  vote  on.  Do  we  want  to  have  a  10- 
minute  recess  and  then  come  back? 

Mr.  SCHIFF.  Mr.  Chairman,  I  have  a  matter  that  I  have  to  take 
care  of  between  12:10  and  12:50  p.m.  I  cannot  ask  that  you  and  our 
witnesses  be  inconvenienced,  because  this  is  something  that  came 
up  that  is  unavoidable.  I  would  invite  you  as  chairman  of  the  sub- 
committee, to  reconvene  without  me  and  to  permit  the  inclusion  of 
all  the  testimony. 

Mr.  Towns.  OK 

Mr.  ScHlFF.  I  apologize  to  the  witnesses  for  that.  Sometimes  we 
all  have  to  juggle  our  schedules  around  here  quite  a  bit.  But  I 
would  ask  your  permission  to  permit  our  subcommittee  staff  mem- 
ber to  remain  here. 

Mr.  Towns.  By  all  means.  So  those  lights  mean  now  that  we 
have  to  vote,  so  we  will  be  back  after  a  10-minute  recess. 

[Recess  taken.] 

Mr.  Towns.  Ms.  Layman. 

STATEMENT  OF  BARBARA  LAYMAN,  FORMER  PRESmENT,  THE 
ASTHMA  AND  ALLERGY  FOUNDATION  OF  AMERICA,  ACCOM- 
PANIED BY  RICHARD  ROSENTHAL,  M.D.,  AAFA  THE  JOINT 
COUNCIL  OF  ALLERGY  AND  IMMUNOLOGY 

Ms.  Layman.  Thank  you,  very  much,  Mr.  Chairman  and  mem- 
bers of  this  committee.  This  is  very  important  and  I  thank  you  for 
rushing  back  to  hear  us. 

I  am  Barbara  Layman.  I  have  been  president  of  the  Asthma  and 
Allergy  Foundation  of  America.  I  have  asthma,  and  I  have  two 
daughters  with  asthma.  Even  more  important  than  that  are  the  pa- 
tients that  we  represent.  Dr.  Richard  Rosenthal  is  also  here,  and 
he  is  a  member  of  our  foundation  and  also  a  member  of  the  physi- 
cian group,  the  Joint  Council  of  Allergy  and  Immunology. 

We  take  very  seriously  all  of  the  patients — with  insurance,  with- 
out insurance,  Medicaid,  all  patients  that  we  represent.  We  are 
asking  that  the  formulary  not  be  enacted  because  of  the  problems 
that  we  see. 

I  am  not  following  my  papers,  because  you  do  have  that.  We  all 
must  be  concerned  about  costs.  It  is  crazy  to  say  that  you  just  give 
everyone  everything;  that  cannot  happen.  And  so  we  all  have  to  try 
and  work  together  to  find  a  solution. 

Asthma  is  a  very  serious  disease,  and  allergies  are  a  very  big 
part  of  that.  With  the  total  of  allergy  and  asthma  patients,  we  rep- 
resent 50  million  patients  in  this  country.  Asthma  deaths  are  on 
the  increase,  and  Federal  health  officials  describe  asthma  as  the 
only  chronic  disease  except  for  AIDS  and  tuberculosis  that  is  on  the 
rise  throughout  the  world. 

The  number  of  asthmatics  in  this  country  has  increased  by  66 
percent  since  1980.  African-Americans  are  hardest  hit  by  this  dis- 
ease, and  are  3  times  as  likely  as  whites  to  die  from  this  disease. 
In  addition,  asthma  is  especially  prevalent  among  children  and  is 
the  most  frequent  cause  for  hospital  admissions.  And  that  is  very 
costly.  Also  the  leading  cause  of  absenteeism  from  school. 


112 

Asthma  can  be  controlled.  We  know  that  and  we  have  seen  that, 
but  at  the  same  time,  asthma  deaths  continue  to  increase  and  we 
are  concerned  that  if  patients  do  not  have  access  to  the  physician 
that  can  best  help  them,  do  not  have  access  to  the  medication  that 
can  best  help  them,  asthma  deaths  will  definitely  increase.  So,  we 
are  asking  that  that  be  considered. 

We,  several  years  ago,  realized  that  children  with  asthma  who 
received  a  generic  version  of  theophylline,  which  is  an  asthma 
product,  their  asthma,  they  were  under  control.  When  they  re- 
ceived the  generic,  the  asthma  went  out  of  control.  That  does  not 
happen  for  all  patients.  And  hopefully  that  situation  has  been  cor- 
rected. 

But  it  just  points  out  that  some  generic  products  are  not  always 
bio-equivalent,  because  patients  are  individuals,  and  those  deci- 
sions must  be  made  very  carefully  individually.  And  only  the  pa- 
tients and  the  physicians  can  make  those  kinds  of  decisions. 

A  second  example  relates  to  the  nonsedating  antihistamines. 
They  are  more  expensive.  Hopefully  those  costs  will  come  down, 
but  it  is  important  because  if  children  must  take  a  medication  that 
makes  them  sleepy,  they  are  thought  in  school  to  be  behavior  prob- 
lems, or  they  fall  asleep. 

Or  a  person  in  the  work  place  will  become  drowsy  and  it  is  actu- 
ally dangerous  for  them  to  operate  equipment.  So  all  of  these 
things,  we  hope,  will  be  considered. 

And  another  big  example  are  pregnant  asthmatics.  When  a 
woman  becomes  pregnant,  and  has  asthma,  it  is  a  big  concern.  I 
have  met  young  women  who  have  terminated  their  pregnancies  be- 
cause they  were  concerned;  they  knew  they  would  not  be  given  the 
medications  that  were  safest  for  them.  So  that  is  something  that 
must  be  considered. 

In  conclusion,  it  is  neither  safe,  nor  cost  effective  to  limit  access 
to  all  available  medications  for  the  treatment  of  asthma  and  al- 
lergy disease.  If  this  provision  is  enacted  into  law,  and  individuals 
with  asthma  cannot  get  the  aggressive  treatment  they  frequently 
need  or  are  confronted  with  delays,  the  already  alarming  increase 
in  asthma  deaths  will  only  get  worse. 

I  thank  you  for  this  opportunity  for  me  to  present,  and  I  would 
like  to  take  a  few  minutes  that  are  left  for  Dr.  Richard  Rosenthal 
to  add  to  this. 

Thank  you. 

Mr.  Towns.  Thank  you. 

Dr.  Rosenthal. 

Dr.  Rosenthal.  Thank  you,  very  much,  Congressman  Towns. 

I  was  educated  in  your  county.  I  went  to  a  medical  school  at 
Downstate,  now  known  as  Health  Science  Center  at  Brooklyn  and 
I  spent  6  years  at  Kings  County  Hospital;  1  year  at  Queens  Gen- 
eral, and  I  lived,  actually,  at  the  Brooklyn  Hospital  for  a  while, 
taking  care  many  of  vour  constituents  at  Bedford  Stuyvesant. 

I  learned  firsthand  the  responsibilities  of  taking  care  of  Medicaid 
patients,  and  administered,  during  one  of  my  rotations  for  2 
months,  the  emergency  room  at  a  2,800  bed  hospital,  which  was  lit- 
erally full  of  Medicaid-type  patients. 

Rather  than  reiterate  some  of  the  other  testimony  that  you  have 
heard,  I  would  say  that  I  would  like  to  ratify  the  testimony  of 
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nurse  Georges,  who  also  comes  from  New  York,  who  gave  a  very, 
very  moving  testimony. 

I  would  iust  like  to  point  up  one  or  two  other  things  that  perhaps 
have  not  been  mentioned,  having  to  do  with  the  access  and  the 
quality  of  care.  I  have  served  on  a — I  am  actually  the  chairman  of 
a  Food  and  Drug  Administration  advisory  committee — and  I  have 
served  on  a  pharmacy  and  therapeutics  formula  committee. 

So  I  am  quite  familiar,  not  only  with  the  responsibilities  of  tak- 
ing care  of  Medicaid  patients,  but  also  in  terms  of  formulating 
these  types  of  formulary  lists.  I  would  say  that  while  a  formulary 
is  very  theoretically  attractive,  it  is  intrinsically  and  fundamentally 
a  set  of  arbitrary  compromises  which  introduces  yet,  another  bu- 
reaucratic hoop  through  which  the  prescribing  physician  must 
jump  and  potentially,  as  you  have  heard,  introduces  a  level  of  sub- 
standard care,  either  in  reality  or  by  perception. 

And  as  well  you  know,  perception  is  90  percent  of  reality  and,  if 
in  fact,  it  is  the  perception  or  the  reality  that  substandard  care  is 
being  given  to  the  patient,  to  the  Medicaid  recipient,  then  there  is 
really  a  disincentive  for  that  patient  to  comply  therapeutically  by 
taking  the  medication  and  complying  with  the  doctor. 

The  point  that  I  think  has  not  been  raised  yet,  that  it  is  also  a 
disincentive  for  the  physician  to  comply,  as  well.  It  is  difficult  for 
Medicaid  patients  to  find  physicians  who  are  willing  to  take  the  re- 
sponsibility to  see  them.  And  if  a  prescribing  doctor,  the  health 
care  giver,  the  physician  feels  that  he  is  constrained  and  manacled 
and  must  give  substandard  care  then  there  is  less  likelihood,  less 
willingness  to  take  on  the  risk  of  treating  these  kinds  of  patients. 

I  think  that  is  a  reality -based  assessment  that  you  have  to  be 
aware  of.  I  would  propose  that  some  thought  would  be  given  to  vol- 
untary formulary  guidelines,  rather  than  a  formulary  that  is  arbi- 
trarily imposed.  Physicians,  practicing  physicians  are  very  easily 
educated.  They  are  easily  regulated.  The  Federal  Register  occupies 
a  place  of  prominence  right  next  to  my  textbook  of  medicine  on  my 
shelf. 

Physicians  can  be  easily  educated  in  terms  of  what  the  voluntary 
formulary  contains,  what  the  alternatives  are  in  terms  of  cost  con- 
tainment with  respect  to  therapeutic  alternatives.  I  would  tell  you, 
as  a  group,  they  would  be  very  compliant  in  terms  of  trying  to  se- 
lect, as  best  they  can,  the  most  cost-effective  treatments. 

But  the  situation  should  be  such  that  they  can  easily  penetrate 
the  formulary  and  prescribe  outside  of  the  formulary  without  the 
hassle  factors  of  having  to  get  preapproval  which  is  literally  the 
bane  of  our  existence. 

Thank  you. 

I  would  be  happy  to  answer  any  questions  you  may  have. 

Mr.  Towns.  Thank  you,  very  much.  Dr.  Rosenthal. 

[The  prepared  statement  of  Ms.  Layman  follows:] 
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TESTIMONY 

Distinguished  Chairman  and  members  of  the  Subcommittee,  my  name  is  Barbara 
Layman  and  I  am  here  today  on  behalf  of  the  Asthma  and  Allergy  Foundation  of  America 
(AAFA)  and  the  Joint  Council  of  Allergy  and  Immunology  (JCAI).  I  have  asthma  and  am  the 
mother  of  two  daughters  with  asthma,  one  of  whom  has  severe  food  allergies  which  have 
caused  life-threatening  asthma.  I  am  also  a  past  volunteer  president  of  the  Asthma  and  Allergy 
Foundation  of  America. 

AAFA  is  a  organization  dedicated  to  improving  the  lives  of  individuals  with  asthma  or 
other  allergic  diseases.  The  Joint  Council  of  Allergy  and  Immunology  is  an  organization  of 
physicians  specializing  in  the  care  of  individuals  with  these  diseases. 

On  behalf  of  both  organizations,  I  urge  you  to  make  every  effort  to  see  that  the 
provision  in  the  House  Energy  and  Commerce  Budget  Reconciliation  Bill,  which  would  allow 
states  to  restrict  access  of  Medicaid  beneficiaries  to  prescription  drugs,  is  not  enacted. 

Asthma  is  a  disease  which  affects  over  15  million  Americans.  In  1987,  there  were  over 
7,360  asthma  deaths,  almost  500  of  these  in  children.  Federal  health  officials  describe  asthma 
as  the  only  chronic  disease,  except  for  AIDS  and  tuberculosis,  that  is  on  the  rise  throughout 
the  world.  The  number  of  asthmatics  in  this  country  has  increased  by  66%  since  1980.  African 
Americans  are  hardest  hit  by  this  disease  and  are  three  times  as  likely  as  whites  to  die  from 
the  disease. 

In  addition,  asthma  is  especially  prevalent  among  children  and  is  the  most  frequent 
cause  for  hospital  admissions  for  chronic  illness  for  children  and  the  leading  cause  of 
absenteeism  from  school. 

However,  asthma  can  be  controlled  and  the  effects  of  the  disease,  including  asthma 
deaths  can  be  drastically  reduced  if  all  those  who  needed  it  had  access  to  doctors  who  could 
prescribe  necessary  treatment  including  all  available  medications. 

Unfortunately,  the  very  population  that  is  hit  the  hardest  by  asthma  -  minorities  and 
children  -  make  up  a  sizable  percentage  of  the  Medicaid  population.  Thus,  the  very  people 
whose  health  is  already  threatened  by  their  asthma  would  be  even  ftirther  disadvantaged  by  the 
proposal  to  allow  states  to  restrict  access  to  prescription  drugs. 

Moreover,  restricting  access  to  appropriate  medications  will  have  just  the  opposite  of 
the  intended  effect.  We  too  support  efforts  to  control  medical  costs.  However,  instead  of 
saving  money,  this  proposal  will  cost  the  government  and  the  taxpayers  more  money  because 
patients  whose  asthma  cannot  be  properly  controlled  with  medication  will  seek  help  in  doctors' 
offices  and  hospital  emergency  rooms,  and  may  even  end  up  admitted  to  the  hospital.  We  all 
know  that  this  is  a  much  more  expensive  way  to  take  care  of  people.  In  addition,  we  must  not 
overlook  the  societal  costs  such  as  missed  work  or  school. 
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Let  me  give  you  some  examples  of  what  could  happen  if  states  are  allowed  to  restrict 
access  to  prescription  drugs: 

A  few  years  ago,  children  with  asthma  who  received  a  generic  version  of  theophylline 
had  their  asthma  suddenly  become  uncontrolled.  It  was  eventually  discovered  that  the 
mechanism  of  drug  release  for  the  generic  products  was  erratic  and  very  different  from  the 
brand  name  products.  This  difference  led  to  more  frequent  exacerbations  of  asthma  and  a 
higher  incidence  of  side  effects.  Even  though  the  generic  was  supposed  to  be  the  bioequivalent 
of  the  brand  name  formulas,  it  clearly  was  not. 

.A  second  example  relates  to  the  new  non-sedating  antihistamines.  Allergy  is  the  most 
common  underlying  cause  of  asthma  and  is  also  related  to  other  bothersome  symptoms  of  the 
upper  airways.  Sometimes  allergies  can  be  controlled  through  antihistamines.  The  newer 
prescription  antihistamines  that  have  come  on  the  market  in  the  last  few  years  such  as  Seldane 
do  not  have  the  sedating  effects  of  the  over  the  counter  medications,  nor  do  they  interfere  with 
cognitive  function.  Yet  we  are  aware  of  instances  in  which  state  Medicaid  formularies  have 
restricted  access  to  the  non-sedating  prescription  drugs.  Furthermore,  because  of  the  side 
effects  of  the  over  the  counter  formulas,  some  people  will  simply  not  take  them,  thus  putting 
themselves  at  risk  for  uncontrolled  allergies.  In  addition,  the  over  the  counter  antihistamines 
have  been  shown,  in  numerous  studies,  to  interfere  with  cognitive  function.  This  is  a  separate 
and  possibly  even  more  detrimental  side  effect  than  the  drowsiness.  In  children,  use  of  over 
the  counter  antihistamines  has  been  equated  with  poor  performance  in  school  because  the  drugs 
interfere  with  learmng.  Adults  using  these  products  often  find  it  difficult  to  perform  on  the 
job. 

A  third  example  is  in  pregnancy.  Women  with  asthma  who  become  pregnant  must  keep 
their  asthma  under  control.  Unfortunately,  some  asthma  drugs,  including  albuterol,  one  of  the 
most  frequently  prescribed  immediate-acting  drugs,  can  be  harmful  to  the  ferns.  It  is  critical 
that  during  pregnancy,  women  have  access  to  safer  drugs  such  as  tributeline  sulfate.  States 
should  not  be  allowed  to  restrict  the  access  of  pregnant  women  to  these  safer  alternatives. 

We  believe  all  individuals  with  asthma  or  other  allergic  diseases  should  be  entitled  to 
optimal  individualized  therapy.  Quality  of  care  is  threatened  when  physicians  carmot  prescribe 
what  they  consider  to  be  the  most  appropriate  therapy.  Differences  in  chemical  composition 
and  the  interaction  of  prescription  drugs  must  be  considered  and  often  the  lowest-priced  drug 
is  not  the  best  available  therapy  for  the  individual  patient.  When  optimized  individual  care 
cannot  be  given  to  all,  it  will  soon  be  followed  by  increased  doctor  visits,  hospitalizations,  and 
perhaps  death  from  lack  of  controlled  disease. 

Proper  management  of  asthma  and  allergic  disease  requires  that  physicians  be  allowed 
to  choose  among  the  entire  armamentarium  of  available  drugs.  This  must  include  the  newer 
non-sedating  antihistamines,  the  new  inhaled  corticosteriods.  and  the  successors  to  cromolyn 
sodium  which  will  soon  be  on  the  market.    There  are  many  new  advances  being  made  in  the 
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area  of  asthma  medications.    Medicaid  beneficiaries  should  not  be  deprived  of  the  benefits  of 
these  advances. 

In  conclusion,  it  is  neither  safe  nor  cost  effective  to  limit  access  to  all  available 
medications  for  the  treatment  of  allergy  and  disease.  If  this  provision  is  enacted  into  law  and 
individuals  with  asthma  cannot  get  the  aggressive  treatment  they  frequently  need,  or  are 
confronted  with  delays,  the  already  alarming  increase  in  asthma  deaths  will  only  get  worse. 

Thank  you  for  the  opportunity  to  present  our  views. 
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Mr.  Towns.  Ms.  Johnson. 

STATEMENT  OF  PATRICIA  A.  JOHNSON,  PRESIDENT,  LUPUS 
FOUNDATION  OF  AMERICA,  INC. 

Ms.  Johnson.  Thank  you,  Mr.  Chairman. 

I  am  Patricia  Johnson,  president  of  the  Lupus  Foundation  of 
America.  I  am  also  the  executive  director  of  the  Lupus  Foundation 
of  New  Jersey.  I  am  here,  of  course,  to  speak  against  any  restric- 
tions on  formularies.  Let  me  start  by  telling  you  a  little  about 
Lupus,  which  is  a  little  known,  multisystem  disease  that  afflicts 
about  500,000  Americans,  and  an  estimated  half  million  more,  yet 
undiagnosed. 

It  is  a  chronic  inflammatory  disease  of  the  connective  tissue, 
which  can  affect  any  organ  or  part  of  the  body.  For  some  unknown 
reason  more  than  85  percent  of  Lupus  patients  are  women  in  their 
child-bearing  years.  Many  also  suffer  from  other  auto-immune  con- 
ditions, such  as  multiple  sclerosis,  myasthenia  gravis,  and 
scleroderma. 

All  Lupus  victims,  however,  share  something  in  common.  Their 
disease  is  controlled  only  by  medications,  daily  medications.  I  know 
some  people  who  require  20  or  more  pills  each  day.  Without  proper 
care  and  treatment  some  of  these  patients  could  die.  And  35  years 
ago,  50  percent  of  Lupus  patients  did  die,  before  medications  were 
discovered  that  could  be  used. 

As  an  active  leader  in  the  consumer  health  field,  I  work  daily 
with  these  people  from  all  income  groups.  I  can  tell  you,  from  my 
own  experience,  that  the  wrong  drug  can  cause  them  great  physical 
distress  or  even  kill  them.  Each  human  being  is  different  from  the 
next.  Therefore,  their  reaction  to  medications  is  different. 

You  and  I  could  be  on  the  same  drug,  for  the  same  reason  and 
we  might  react  completely  differently.  The  encapsulator  that  is 
used  for  generic  drugs,  or  for  whatever  the  drug  is,  makes  a  dif- 
ference in  how  effective  that  medication  is.  I  have  not  heard  that 
mentioned  today,  but  I  do  know  that,  as  a  fact,  because  I  have  a 
son-in-law  who  is  a  pharmacist.  And  you  could,  in  fact,  have  a 
medication  which  because  of  its  encapsulary  might  not  work  in 
your  system  for  many  hours,  as  compared  to  a  brand-named  drug 
which  would  work  more  quickly. 

I  am  sure  someone  in  the  medical  profession  could  explain  that 
better,  but  that  is  a  fact.  Let  me  point  out  a  few  other  critical  and 
related  concerns  with  Lupus.  The  patients  are  apt  t«  be  extremely 
allergic.  Because  they  are  so  sensitive  the  patients  can  often  only 
tolerate  one  or  two  specific  drugs  in  the  given  therapeutic  class. 

Since  they  often  take  so  many  other  medications,  since  it  is  a 
multisystem  disease,  they  must  be  concerned  with  drug  inter- 
actions. For  example,  dangerous  side  effects  from  steroids,  for  in- 
stance, can  cause  softening  of  the  bones,  and  cause  extra,  costly  hip 
and  joint  replacements. 

Now,  if  we  can  get  them  on  good  medications  that  do  not  do  that, 
that  is  going  to  cut  costs  too.  What  Lupus  patients  desperately 
need  are  more  medicines,  more  choices,  and  more  options  that  can 
help  them  cope  with  their  painful  affliction. 

A  restrictive  Medicaid  formulary  and  prior  authorization  pro- 
gram  is  exactly  the  wrong  approach.  The  practical  results  of  new 
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drug  restrictions  are  extremely  predictable  for  those  of  us  who  see 
the  real-world  results  of  changes  in  health  care  policy.  If  Lupus  pa- 
tients get  the  wrong  medication  they  are  bound  to  get  sicker.  They 
are  going  to  end  up  in  the  hospital,  they  are  going  to  have  more 
problems,  and  there  is  going  to  be  more  cost  involved,  not  less. 

I  discussed  some  of  tne  practical  aspects  of  restricting  access  to 
Lupus  patients  of  these  medications.  Now,  I  would  like  to  mention 
the  philosophical  aspect. 

By  permitting  State  government  bureaucrats  to  decide  which 
medicines  will  be  allowed  on  a  restrictive  formulary,  we  will  be,  in 
essence,  giving  them  the  authority  to  decide  which  patients  will 
have  a  better  quality  of  life,  and  which  will  be  forced  to  suffer,  and 
perhaps,  in  the  end,  die. 

How  are  they  going  to  make  decisions  as  to  who  will  get  treat- 
ment and  who  will  not?  Does  it  mean,  for  example,  that  elderly 
people  could  be  excluded?  All  we  know  is  that  cost  seems  to  be  a 
very  large  aspect  and  maybe  the  only  aspect  of  the  decision. 

I  believe  it  is  a  very,  very  dangerous  thing  to  put  cost  consider- 
ations over  the  quality  of  life.  I  fear  that  if  such  a  plan  is  allowed 
to  slip  through  Congress  for  Medicaid  patients,  then  some  day  soon 
bureaucrats  will  be  making  similar  decisions  for  the  rest  of  Ameri- 
cans. 

I  just  cannot  believe  that  is  the  American  way.  About  50  years 
ago  another  government  made  decisions  which  affected  the  lives  of 
their  people.  First,  it  was  medical  and  then  finally  the  decisions 
were  made  that  the  aged  and  infirm  and  the  disabled  would  be  put 
to  death.  I  do  not  believe  that  we  can  start  any  kind  of  process  that 
would  even  indicate  slightly  that  we  would  go  in  the  direction  of 
making  choices  as  to  the  quality  of  fife  of  our  citizens. 

I  feel  that  is  a  very  dangerous,  even  first  starting  point.  I  think 
we  have  the  answers  in  front  of  us,  Mr.  Chairman,  and  I  hope  your 
hearing  will  cause  both  the  White  House  and  your  colleagues,  in 
the  Senate,  to  take  notice. 

For  the  sake  of  Lupus  patients,  and  the  millions  of  other  chron- 
ically ill  people — and  we  are  talking  in  excess  of  150  million  peo- 
ple— I  hope  the  Senate  votes  to  maintain  the  existing  prohibition 
against  Medicaid  prescription  drug  formularies. 

I  thank  you,  very  much  for  letting  me  talk  to  you  today.  As  you 
can  see,  I  become  very  passionate  about  this  particular  subject.  I 
lecture  on  it  a  lot  and  I  feel  very  strongly  that  we  must  not  have 
two  levels  of  quality  health  care  tor  American  citizens. 

Thank  you. 

Mr.  Towns.  Thank  you,  very  much,  Ms.  Johnson. 

[The  prepared  statement  of  Ms.  Johnson  follows:] 
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PATRICIA  A.  JOHNSON 

PRESIDENT 

LUPUS  FOUNDATION  OF  AMERICA,  INC. 

BEFORE  THE 

SUBCOMMITTEE  ON  HUMAN  RESOURCES  AND  INTERGOVERNMENTAL 

RELATIONS 

COMMITTEE  ON  GOVERNMENT  OPERATIONS 

UNITED  STATES  HOUSE  OF  REPRESENTATIVES 

JUNE  9,  1993 


Mr.  Chairman,  and  Honorable  Members  of  the  Subcommittee: 


I  am  Patricia  Johnson,  President  of  the  Lupus  Foundation  of 
America,  Inc.  I  am  also  the  Executive  Director  of  the  Lupus 
Foundation  of  New  Jersey.  I  thank  you  for  the  opportunity 
to  appear  before  you  to  express  my  shock  and  great  dismay 
about  legislation  that  would  put  many  poor  and  elderly  sick 
people  at  great  risk.  I  am  speaking  about  provisions  of  the 
budget  bill  --  which  has  already  been  narrowly  approved  by 
this  House  --  that  would  permit  state  governments  to  draw 
up  restrictive  formularies  for  Medicaid  recipients. 

You  are  to  be  applauded,  Mr.  Chairman,  for  turning  the 
spotlight  on  this  issue,  which  received  far  too  little 
attention  amid  the  House  floor  debate  over  an  energy  tax. 
Indeed,  I  believe  this  issue  is  far  more  crucial  than  the 
tax  problem.  Here  we  are  literally  talking  about  matters  of 
life  and  death. 

Let  me  start  by  telling  you  a  little  about  lupus,  a 
little-known  multi-system  disease  that  afflicts  500,000 
Americans  and  an  estimated  half-million  more  yet 
undiagnosed. 

Lupus  is  a  chronic  inflammatory  disease  of  the  connective 
tissue  which  can  affect  an  organ  or  part  of  the  body.  For 
unknown  reasons,  more  than  85  percent  of  lupus  patients  are 
women  in  the  child-bearing  years.  Many  also  suffer  from 
other  autoimmune  conditions  such  as  multiple  sclerosis, 
myasthenia  gravis  and  scleroderma.  All  lupus  victims  share 
something   in   common:   Their   disease  is  controlled  only  by 
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daily  medications.  I  know  people  who  require  20  or  more 
pills  each  day.  Without  proper  care  and  treatment,  some  of 
these  patients  could  die. 

As  an  active  leader  in  the  consumer  health  field,  I  work 
daily  with  chronically  ill  persons  from  all  income  groups. 
I  can  tell  you  from  my  own  experience  that  the  proposal  to 
permit  restrictive  Medicaid  formularies  could  prove 
devastating  for  poor  lupus  patients. 

Mr.  Chairman,  there  is  no  such  thing  as  a  "me  too"  drug 
for  lupus  victims.  A  drug  that  works  for  one  patient  may 
not  work  for  another  --  even  if  they  share  the  same 
condition.  And  giving  lupus  patients  the  wrong  drug  can 
cause  them  great  physical  distress  or  even  kill  them. 

Let  -  me  point  out  a  few  other  critical  and  related 
concerns.  Lupus  victims  are  apt  to  be  extremely  allergic. 
Because  they  are  so  sensitive,  lupus  patients  often ^can 
only  tolerate  one  or  two  specific  drugs  in  a  given 
therapeutic  class.  And  since  they  often  take  so  many  other 
medications,  they  must  be  concerned  with  drug  interactions 
and  dangerous  side  effects.  Long-term  use  of  some  steroids, 
for  example,  can  cause  a  softening  of  bones  and  require 
some  patients  to  undergo  costly  hip  and  knee 
replacements . 

What  lupus  patients  desperately  need  are  more  medicines. 
more  choices,  and  more  options  that  can  help  them  cOpe  with 
their  painful  affliction.  A  restrictive  Medicaid  formulary 
and  prior  authorization  programs  are  exactly  the  wrong 
approach . 

The  practical  results  of  new  drug  restrictions  are 
extremely  predictable  for  those  of  us  who  see  the 
real-world  results  of  changes  in  healthcare  policy.  If 
lupus  patients  get  the  wrong  medication,  they're  bound  to 
get  sicker.  They're  going  to  go  to  the  hospital,  and  it 
will  end  up  costing  the  system  far  more  than  if  they 
received  the  proper  medicine  up  front. 

I  have  discussed  some  of  the  practical  aspects  of 
restricting  access  of  lupus  patients  to  life-saving 
medicines.  Now  if  I  may,  Mr.  Chairman,  I  would  like  to 
touch  briefly  on  a  philosophical  aspect  of  this  proposal 
that  I  find  extremely  repellant. 

By  permitting  state  government  bureaucrats  to  decide  which 
medicines  will  be  allowed  on  a  restrictive  formulary,  we 
will  in  essence  be  giving  them  the  authority  to  decide 
which   patients   will  be  allowed  to  have  a  better  quality  of 
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life,  and  which  will  be  forced  to  suffer.  We  will  let  them 
determine  who  will  live,  and  who  will  die.  How  are  they 
going  to  make  decisions  as  to  who  will  get  treatment  and 
who  won't?  Does  it  mean,  for  example,  that  elderly  people 
could  be  excluded?  All  we  know  is  that  cost  seems  to  be  a 
very  large  aspect  —  and  maybe  the  only  aspect  --  of  the 
decision. 

I  believe  it  is  a  very,  very  dangerous  thing  to  put  cost 
considerations  over  the  quality  of  life.  And  I  fear  that  if 
such  a  plan  is  allowed  to  slip  through  Congress  for 
Medicaid  patients,  then  someday  soon  bureaucrats  will  be 
making  similar  decisions  for  the  rest  of  us.  I  just  can't 
believe  that's  the  American  way! 

The  answer  to  this  concern  is  certainly  within  our  grasp. 
In  fact,  it  was  the  winning  slogan  in  the  last  presidential 
election:  "Put  People  First."  Somehow  we've  gotten  off  the 
track  since  then,  Mr.  Chairman,  but  I  hope  your  hearing 
will  cause  both  the  White  House  and  your  colleagues  in  the 
Senate  to  take  notice.  For  the  sake  of  lupus  patients  and 
millions  of  other  chronically  ill  people,  I  hope  the  Senate 
votes  to  maintain  the  existing  prohibition  against  Medicaid 
prescription  drug  formularies. 

Thank  you  very  much  for  inviting  me  to  share  my  views  on 
this  extremely  important  topic . 
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Mr.  Towns.  Let  me  thank  each  of  you  for  your  testimony.  Let  me 
begin  by  first  saying  that  the  Campaign  for  Women's  Health,  in  a 
recent  survey  found  that  women  who  are  Medicaid  beneficiaries  be- 
lieved that  their  access  to  medication  is  already  limited.  In  particu- 
lar, the  report  talked  about  manic  depression  among  women,  at 
great  length. 

Do  you  believe  that  restrictive  formularies  will  increase  the  ac- 
cess problem  uncovered  by  the  Campaign  for  Women's  Health?  Let 
me  get  your  comment,  too,  Ms.  Johnson,  and  Ms.  Layman  and  any- 
one else  who  would  like  to  comment. 

Ms.  Johnson.  I  do  and  I  feel  that  the  access  situation  in  this 
country  is  not  just  for  Medicaid  patients.  It  is  also  to  get  the  right 
physicians.  When  you  have  a  multisystem  problem,  such  as  Lupus 
is,  you  could  be  going  to  a  nephrologist,  you  could  be  going  to  a  car- 
diologist, as  well  as  to  a  primary  physician,  which  is  usually  a 
rheumatologist  in  the  case  of  Lupus. 

And  I  think  that  any  access  to  care — we  just  recently  found  that 
we  need  to  have  these  special  physicians  and  these  special  medica- 
tions are  very  important  to  us.  Arid  the  medications  that  are  being 
developed  should  not  be  restricted  for  our  patients. 

And  if  you  go  into  pretty  much  a  strictly  generic — and  it  looks 
to  me  that  that  is  the  direction  it  seems  to  be  going  in — into  a 
strictly  generic  field  for  drugs,  you  are  going  to  be  cutting  out  the 
new  medications  for  long  periods  of  time,  at  least,  as  well  as  some 
of  the  brand  names. 

I  can  tell  you  right  now  that  that  does  not  work  with  our  people. 
You  cannot  restrict  them  to  what  looks  like  this  is  for  Lupus  or  this 
is  for  multiple  sclerosis.  They  need  a  variety  because  they  are  all 
different  and  they  react  differently. 

Mr.  Towns.  Thank  you. 

Ms.  Layman,  do  you  want  to  add  something  to  that? 

Ms.  Layman.  She  said  that  very  well. 

Mr.  Towns.  Thank  you.  Thank  you,  very  much. 

Dr.  Rosenthal,  what  is  your  specialty? 

Dr.  Rosenthal.  Allergy  and  immunology,  which  is  a  subspecialty 
of  internal  medicine. 

Mr.  Towns.  Well,  the  question  came  up  earlier  today,  we  had  a 
group  of  pharmacists  that  testified  and  the  comment  was  made 
that  if  a  patient  has  no  confidence  in  the  medicine  then  it  would 
probably  have  an  adverse  effect  in  terms  of  the  person  getting  well. 

Do  you  feel  comfortable  commenting  on  that,  because  you  have 
been  involved  in  this  business  for  a  number  of  years. 

Especially  since  you  were  trained  at  Downstate  so  I  know  you 
are  well  prepared. 

Dr.  Rosenthal.  Right,  I  am. 

Mr.  Towns.  That  is  in  my  district,  incidentally.  [Laughter.] 

Dr.  Rosenthal.  The  basic  problem  is  patient  compliance,  which 
is  t^ing  the  medicine  in  the  first  place.  If  a  patient  has  a  de- 
creased expectation  of  the  medicine,  then  there  is  all  the  more  rea- 
son that  their  compliance  is  poor,  that  they  do  not  take  the  medi- 
cine. 

So  really  the  patient  is  also  easily  influenced  by  the — I  hate  to 
say  it,  but  it  is — market  forces.  The  patient's  informational  base — 
if  the  patient  has  high  expectations  of  the  medicine,  for  whatever 
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reason,  then  the  patient  is  much  more  likely  to  take  it,  and  the 
overall  effectiveness  of  the  medication  is  more  likely  to  be  opti- 
mized, again,  based  on  expectations.  And  that  is  a  reality. 

Mr.  Towns.  So  when  you  put  all  of  these  factors  together,  in 
terms  of  the  committee  that  has  been  formed,  and  the  800-num- 
bers,  and  the  lack  of  confidence  that  many  patients  have,  that 
could  lead  to  additional  hospitalization  and  all  of  that,  when  we 
look  at  all  of  these  things,  are  we  really  going  to  save  any  money? 

Dr.  Rosenthal.  In  terms  of  a  formulary? 

Mr.  Towns.  Yes. 

Dr.  Rosenthal.  Well,  you  know,  the  encounter  between  the — the 
medication  is  administered,  is  really  prescribed  by  the  doctor.  The 
doctor  is  a  prescribing  agent.  The  patient's  expectations  of  the  med- 
icine is  really  based  upon  the  nature  of  the  patient's  encounter 
with  the  doctor.  It  is  what  the  doctor  can  teach  the  patient  in 
terms  of  what  that  medicine  does,  what  the  side  effects  are,  what 
the  benefits  are,  and  what  the  risks  are. 

So  a  lot  of  it  really  comes  down  to  physician  attitude,  and  physi- 
cian education  or  other  health  care  providers  that  are  providing 
this  medicine.  There  is  nothing  wrong  really  with  providing  generic 
medicine,  just  so  long  as  the  patient  knows  that  this  medicine  may 
be  just  as  good  as  a  brand  name,  and  just  as  effective. 

Now,  what  we  will  very  often  do  is  label  the  medication  with 
both — generic  medication — ^with  the  brand  name  and  we  will  say, 
generic  equivalent,  so  that  the  patient  knows  what  it  is. 

That  is  just  part  of  labeling  and  part  of  patient  education.  I  think 
that  really  comes  from  what  the  physician  tells  the  patient  and 
leads  the  patient  to  expect  rather  than  what  the  formulary  im- 
poses. 

Is  that  an  answer  to  your  question? 

Mr.  Towns.  That  is  an  answer. 

I  guess  I  could  just  put  this  to  anybody  on  the  panel.  From  your 
experience  as  advocates,  how  easy  is  it  for  poor  patients  to  gain  ac- 
cess to  medication  that  may  not  be  standard  treatment  for  their  ill- 
ness? 

Anyone  can  take  a  shot  at  it. 

Ms.  Layman.  It  is  very  difficult.  It  is  very  difficult.  For  example, 
I  will  talk  about  our  St.  Louis  chapter.  We  have  children  where  it 
is  hard  for  them  to  come  into  clinic.  You  know  there  are  lots  of  is- 
sues. It  is  very  difficult.  I  thought  I  knew  what  the  answer  was, 
but  I  think  the  reason  that  we  oppose  the  recommendation  for  for- 
mulary, it  would  not  save  money  in  the  long  run.  I  think  generic 
medications  can  be  bio-equivalent.  I  think  they  are  better,  things 
are  much  better  along  that  line  than  they  used  to  be. 

But  it  still  must  be  a  child  or  an  adult  being  able  to  get  to  the 
proper  person  to  help  them  work  out  what  is  going  to  work  for 
them.  It  is  hard  to  do  that. 

Mr.  Towns.  Anyone  else  want  to  answer  that,  does  a  poor  pa- 
tient  

Mr.  BURGMAN.  I  would  just  make  this  comment.  Congressman 
Towns.  In  Florida,  the  access  of  the  individual  to  psychiatric  care, 
to  get  medication  for  the  conditions  they  suffer  from,  is  extremely 
difficult.  In  fact,  in  the  public  clinics,  or  what  we  call  the  commu- 
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nity  mental  health  centers,  you  can  wait  as  long  as  120  days  cur- 
rently to  see  a  psychiatrist  to  prescribe  the  medication. 

So  that  then  they  can  go  on  and  get  the  medication  that  is  avail- 
able on  the  formulary.  The  best  instance  that  I  know  of  is  like  45 
days.  And  the  120  days  is  not  unusual.  So  assuming,  if  a  patient 
was  given  a  30-day  supply  of  medication  with  one  refill,  he  would 
not  get  back  to  see  the  doctor  to  get  that  prescription  renewed. 

So  60  days  after  he  saw  the  doctor,  he  would  need  to  see  the  doc- 
tor again. 

Mr.  Towns.  In  the  United  States  of  America. 

Mr.  BURGMAN.  Yes,  sir. 

Dr.  Rosenthal.  Congressman  Towns,  I  would  like  to  share  one 
technicality  with  you  that  impacts  on  prescribing.  There  is  a  dif- 
ference and  a  distinction  between  generic  equivalents,  and  thera- 
peutic equivalents. 

A  generic  equivalent  is  a  drug  that  is  identical  to  the  innovator 
drug,  which  has  gone  off  of  patent.  The  patent  life  of  a  drug  is  17 
years.  So  many  of  the  generic  equivalent  drugs  are  rather  old 
drugs. 

Therapeutic  equivalents  is  a  substitution  of  drugs  for  innovator 
drugs,  which  are  not  off  of  patent,  which  are  reputed  to  do  the 
same  thing  therapeutically.  And  that  really  is  the  most  likely  to  in- 
troduce a  substandard  care  of  medicine,  because  a  doctor  is  forced 
to  prescribe  what  other  people  have  decided  is  a  therapeutic  equiv- 
alent rather  than  a  generic  equivalent. 

And  it  is  that  that  really  introduces  the  problem  of  multitiers  of 
medical  care.  There  are  standards  that  the  Food  and  Drug  Admin- 
istration has  established  for  generic  equivalents.  I  like  for  generic 
equivalents,  except  usually  for  antibiotics,  where  I  think  it  is  a  lot 
more  critical  or  drugs  with  theophylline,  where  particular,  very 
narrow  range  of  blood  levels  are  very,  very  critical. 

But  for  most  drugs,  let  us  say  80  percent  of  drugs,  generic 
equivalents  are  just  fine.  And  the  doctors  can  be  educated  and  are 
educated  and  are  oriented  toward  prescribing  generic  equivalents. 
They  are  very  heavily  influenced  toward  prescribing  generic 
equivalents  and  I  think  that  is  where  a  lot  of  the  answer  Res — is 
in  continuing  to  educate  the  prescriber,  the  prescribing  physician, 
or  health  care  deliverer,  or  nurse  practitioner,  in  terms  of  what 
their  alternatives  are  and  then  let  them  go  on  ahead  and  make  the 
choice. 

I  think  let  the  responsibility  lie  where  it  really  belongs,  which  is 
in  the  prescriber. 

Mr.  Towns.  I  agree  with  you,  that  I  think  that  would  be  the 
right  approach.  But  I  am  sure  that  you  heard  earlier  today  in  testi- 
mony where  it  was  indicated  that  you  call  an  800-number,  and  you 
get  a  person  and  they  will  make  a  decision  as  to  whether  they  will 
give  you  prior  approval.  I  mean  to  me  that  seems  to  be  a  waste  of 
time,  a  waste  of  money,  and  what  is  your  reaction  to  that? 

Dr.  Rosenthal.  My  reaction  to  that  is  that  you  did  not  use 
enough  adjectives — ^you  just  said  that  it  was  a  waste  of  time,  with- 
out putting  any  adjectives  in  there.  You  call  an  800-number,  you 
do  not  get  a  person.  And  if  you  do  get  a  person,  it  is  very  often 
somebooy  who  does  not  reallv  have  the  background  to  be  able  to 
deal  with  the  issue  intrinsically  and  the  person  that  you  get  when 
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you  call  these  numbers  very  often  is  somebody  who  has  an  incen- 
tive to  withhold  care — whetner  that  is  a  managed  care  program,  or 
one  of  these  programs,  theirjob  is  to  try  to  restrict  the  use  of  the 
more  expensive  alternative.  Tnat  is  theirjob. 

And  that  really  introduces  a  hassle  factor,  a  hoop  with  which  to 
jump  through,  and  it  is  a  barrier.  It  is  a  barrier  for  the  health  care 
prescriber,  and  it  is  a  barrier  toward  the  patient.  It  is  everything 
that  you  heard  £ind  more. 

Mr.  Towns.  Well,  let  me  thank  all  of  you  for  your  testimony.  You 
have  been  extremely  helpful. 

Our  final  panel  today  is  composed  of  some  researchers  in  the 
field  of  pharmacology — Dr.  Levy,  please  come  forward;  Dr.  Sclar, 
please  come  forward;  and  also  Dr.  Blum. 

Gentlemen,  I  know  that  you  have  heard  the  rules,  in  terms  of  the 
light  and  what  it  really  means,  so  I  do  not  think  we  have  to  go 
through  that.  So,  Dr.  Levy,  if  you  will  begin? 

STATEMENT  OF  RICHARD  A.  LEVY,  Ph.D^  VICE  PRESIDENT, 
SCIENTIFIC  AFFAIRS,  NATIONAL  PHARMACEUTICAL  COUNCIL 

Mr.  Levy.  Grood  afternoon.  I  am  Richard  Levv,  vice  president  for 
scientific  affairs  of  the  National  Pharmaceutical  Council.  I  am  very 
pleased  to  participate  today  in  this  hearing  on  the  relationship  be- 
tween Medicaid  formularies  and  access  to  medicines. 

The  National  Pharmaceutical  Council  is  an  educational  organiza- 
tion supported  by  29  research-based  drug  companies  and  we  have 
had  a  longstanding  concern  about  formularies.  We  believe  there  are 
three  major  problems  with  Medicaid  formularies. 

First,  although  they  may  sometimes  reduce  drug  expenditures, 
thev  result  in  an  increase  in  overall  health  care  expenditures.  Sec- 
ond, formularies  delay  or  deny  access  to  new  medications.  This  de- 
nies Medicaid  patients  important  therapeutic  benefits  and  also  de- 
nies the  system  the  overall  cost  savings  inherent  in  these  innova- 
tions. 

And  lastly,  a  point  which  I  would  like  to  dwell  upon  today  based 
on  apparent  interest  in  this,  that  is  that  ethnic  and  racial  minority 
groups  who  are  oft^n  the  recipients  of  Medicaid  services  may  be 
particularly  disadvantaged  by  formularies. 

Now,  as  a  former  professor  of  pharmacology  at  the  University  of 
Illinois,  I  learned  that  over  time  biomedical  research  gives  us  in- 
creasingly selective  medicines  that  are  effective  for  specific  subsets 
of  patients.  So  to  extract  full  value  from  these  selective  agents, 
their  use  should  be  tailored  to  the  individual  patients. 

But  formularies  do  not  recognize  this.  Rather,  they  tend  to  lump 
all  patients  with  the  same  disease  into  the  same  group.  They  are 
all  treated  with  the  drug  that  represents  the  least  common  denomi- 
nator and  the  special  needs  of  individuals  are  oft^en  over  looked. 

The  implications  of  this  are  especially  important  for  Medicaid 
formularies.  African-Americans,  Asians,  Hispanics,  Native  Ameri- 
cans, and  other  minority  groups  comprise  important  subpopula- 
tions  of  Medicaid  beneficiaries,  whose  special  needs  and  drug  re- 
sponses have  traditionally  been  ignored. 

I  have  recently  reviewed  existing  studies  concerning  the  specific 
and  differing  needs  of  ethnic  and  racial  minorities  with  regard  to 
drug  treatment.  This  review  found  that  the  most  effective  drug  for 
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treating  a  given  disease  often  differs  for  different  ethnic  and  racial 
groups. 

The  factors  involved  in  determining  a  response  to  a  medicine  in 
different  ethnic  groups  are  complex.  They  include  environmental  ef- 
fects, cultural  effects,  and  genetic  components.  Environmental  fac- 
tors include  multiple  disease  States,  diet,  alcohol  and  tobacco  use, 
the  presence  of  other  drugs,  pregnancy,  stress,  menstrual  cycle,  etc. 

These  variables  may  have  a  profound  effect  on  the  way  the  body 
handles  the  medicine.  However,  genetic  factors  appear  to  be  the 
major  determinants  of  the  normal  variability  of  drug  effects  among 
individuals.  And  pharmaco-genetic  research  has  revealed  important 
differences  among  racial  and  ethnic  groups  in  the  metabolism  of 
drugs,  in  their  effectiveness,  and  in  their  side  effects. 

There  may  be  an  increase  or  decrease  in  the  intensity  and  dura- 
tion of  the  drug  effect,  and  substantial  dosage  adjustments  may  be 
necessary  for  individuals  from  minority  populations. 

In  addition,  the  nature  of  the  disease  may  differ  among  different 
racial  groups.  For  example,  h5rpertension  is  one  where  the  etiology 
of  the  disease  among  black  individuals  differs  from  that  of.  white 
individuals. 

Therefore,  a  medication  may  be  more  appropriate  for  one  group, 
as  opposed  to  the  other. 

I  would  like  to  give  you  some  specific  examples  of  ethnic  and  ra- 
cial differences  in  response  to  some  very  commonly  used,  and  very 
important  therapeutic  agents.  The  first — cardiovascular  drugs  for 
high  blood  pressure  and  other  heart  conditions. 

There  are  about  10  or  11  beta-blockers  now  on  the  market.  Many 
call  them,  some  of  them  "me  too"  drugs,  because  they  feel  that  we 
do  not  need  them  all  and  many  formularies  restrict  some  of  these 
agents. 

But  there  are  differences  in  the  beta-blockers,  some  of  which 
have  implications  for  racial  and  ethnic  groups.  For  example,  in  gen- 
eral, blacks  do  not  respond  very  well  to  beta-blockers,  not  as  well 
as  whites  and  Asians.  But  there  is  one  beta-blocker,  called  labetalol 
which  is  equally  effective  in  black  and  white  populations. 

Staying  with  the  beta-blockers,  another  of  the  classic  agents  in 
that  group  is  called  propranolol  and  it  turns  out  that  the  Chinese 
people  are  twice  as  sensitive  as  white  people  to  the  effects  of  this 
agent  on  blood  pressure  and  heart  rate. 

Other  agents,  such  as  diuretics,  for  high  blood  pressure;  African- 
Americans  respond  better  to  this  agent  than  they  do  to  so-called 
ACE  inhibitors.  But  the  situation  is  completely  reversed — therapy 
with  the  ACE  inhibitors  is  more  effective  in  whites  than  it  is  in 
blacks. 

In  terms  of  central  nervous  system,  the  tranquilizers — ^Valium 
and  its  cousins — Chinese  people  require  lower  doses  than  whites 
and  are  more  sensitive  to  the  sedative  effects.  We  heard  before 
about  antidepressant  medications  and  the  need  to  have  a  variety 
of  these. 

Well,  it  turns  out  that  Chinese  and  Hispanic  people  require  lower 
doses  of  these  and  side  effects  in  Hispanics  are  greater. 

And  lastly,  drugs  to  treat  schizophrenia;  it  turns  out  that  Asians 
require  lower  doses  of  these  agents  and  the  specific  side  effects  of 
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some  of  these  are  more  frequent  in  people  of  Jewish  descent  than 
other  Caucasian  populations. 

So  with  this  collection  of  information,  I  would  strongly  rec- 
ommend an  emphasis  on  this  point  in  the  debate  in  deciding 
whether  formularies  make  sense  for  minority  populations. 

Thank  you. 

Mr.  Towns.  Thank  you,  very  much. 

[The  prepared  statement  of  Mr.  Levy  follows:] 
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The  Formulary  Process  in  Medicaid: 

Hidden  Costs  and  Doubtful  Benefits 

for  Minority  Populations 


Introduction 

I  am  Ricfaanl  Levy.  FbD.,  Vice  Pitsidem  for  Sdeodfic  AfEsiis  at  Tbo  Natioiul  nuxatceaasal 
CouBciL  I  am  vczy  pleased  to  panicqnlB  today  in  this  heazinf  to  explore  the  lelatuasbp 
between  Medicaid  fommlaries  and  access  to  idunnacemicals.  The  National  Pbannaccotical 
Coanril,  an  cdtirational  orgamTaifion  suppaned  by  29  lesearch-bascd  pfaamaccutical  coinpanie*, 
has  had  a  longstunrting  intocst  in  f<vinulaiies,  tsictics  for  enforcing  foimnlaries  (such  as 
Aer^>eQtic  sabstiiadoa),  and  the  ioqnct  of  foanalane*  on  ireaanent  ontcoaies.  As  science 
officer  at  the  Council  for  12  years,  I  have  commitsioMd  studies  on  HK10  aiKl  Medicaid 
fonmlaries;  authuied  white  papers,  reviews,  and  journal  ankles  on  these  subjects;  and  freipienlly 
speak  on  these  issues  at  tncctings  of  health  pnrfcxaonalg. 

My  basic  tnioing  is  in  neurophysiology,  and  I  taught  and  conducted  research  iiar  10  yeatv  at  die 
University  of  IDixxns  Medical  College  in  die  DepaxOnent  of  Pharmacology.  This  experieaoe 
tan^  me  that  the  hi^ocy  of  pharmacology  is  dtamnmred  by  the  devel(q»nent  of  incrcasiagly 
sdective  agents,  taigeted  at  q>ecific  subsets  of  patients,  often  with  the  same  disease.  Tbos,  to 
extract  full  vahw  from  drugs,  tiieir  use  should  be  taikced  to  the  individual  patient 

I  am  coocemed,  however,  that  many  costooatainmoit  tactics,  such  as  *'^*^*"'mTt.  are  having  Ae 
opposite  effect  -  Le.,  they  tend  to  lamp  patients  with  diverse  dieiapeutic  needs  into  large  groups. 
AH  are  treatod  vn&  dte  drug  Diat  represeats  the  least  coobmw  deooouiator.  My  most  recent 
wodc  in  this  area  has  been  to  review  existing  studies  coocenung  the  spcdSc  and  HfflFi>fing  needs 
of  eduiic  and  racial  minorities  with  F^acd  to  drug  tceatnient  (see  section  bdow  on  Vufaierablc 
Populations:  Ethnic  and  Racial  MiaoEities).  A  m^or  cooclnaon  of  dus  review  is  that  tlie  most 
effective  drag  (or  dosage)  for  treating  a  given  disease  oftoi  differs  for  difGetoa  ethnic  and  racial 
groins. 


Cost  Shifting 

Strong  evidence  indicates  that  restrictive  formularies,  designed  to  control  drug  costs,  ae 
associated  w^  hi^ser  overall  tieaimeat  costs.  Some  studies  have  shown  dot  fonnnJaties  can 
reduce  drug  program  bodgets,  but  no  S6idies  have  shown  dat  overall  tieatineBC  costs  are  ceduood 
diroogh  tbe  fonnnlary  process.  In  additioa  to  diese  economic  considerations,  the  use  of  drag 
fccnnlanes  in  Medicaid  may  negativdy  effect  die  qoaHty  of  neatnnent,  especially  for  minoiily 
pt^mladoas. 
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ecoBoraic  aad  dteapeaac  gains.  Restnoivc  formtilaiics  toay  kad  to  undesirable  eSesu  on 
physician  preacribinf.  to  inaeased  osc  of  oiber.  mace  ejqmttive  teiviccs,  and  to  wrmfwl  (kug 
use,  all  witb  attendant  incTeases  in  cxpeoditures. 

I^romlaiy  irajdemeatatioo  has  been  shown  to  shift  prescrifaing  toward  more  toxic  agents,  such 
as  geotanndn  wtieo  oq^halo^xsin  aiuiblotics  an  restricted  or  codeine  wttcn  propoacyphene 
(DaivoD)  is  restricted'  Fomwlary  lestriction  can  also  result  in  "diagnosis  drift,*  that  is,  an 
inoease  in  tiiose  diagnoses  for  which  pnsciiption  reimbaiseinent  is  available.  For  exaavle, 
ff^lowiag  tiic  introductioo  of  a  rostnctlTe  fonnolary,  ooe  txady  showed  a  27%  redacti«i  in  the 
diapvTCis  of  nDconq>licated  broDchiti&,  for  which  ptesoiptioQS  were  no  longer  ceimhatsable,  but 
a  21%  and  61%  increase  in  the  diagnosis  of  chixMuc  bvoocfaitis  and  acute  broQchiti&,  ie^>ectivdy, 
fcr  which  reiinbuneinent  was  available.  Ovtixall  treatment  oq^nAtures  for  broochitis  iwaeascd 
by3%.» 

PocTtBilaty  restncdoo  may  cause  patieMs  to  terminate  dnig  therapy  or  switch  to  other,  mose 
expensive  drags.  For  exanq>k,  following  restrictioo  of  the  Michigan  Medicaid  fonaulaiy,  46% 
of  the  patients  discoatiniieddiugths^y,  with  unlooown  effects  oa  total  treatment  costs.  Another 
24%  of  ^  psticats  had  altcznative  drugs  prescribed  from  d>c  fdnnulaiy.  The  avea^  cost  of 
these  aitero^ve  drags  was  oeaiiy  dotiUe  dut  of  those  onginally  piescribed'  Service 
substitatioa  foUewing  implemaitatioa  of  a  dr^tg  forsiolary  i:>  illustrated  by  a  stody  of  Lodiaana 
Medicaid  expeodituies  that  showed  a  34%  increase  in  hoqntalizcd  patients  and  a  10.7%  increase 
in  kngth  of  stay.^ 


Restricted  Access  to  Important  Medicines 

Periu|»  die  greatest  disadvantage  of  f Mnxilaiies  is  that  ttiey  slow  the  transfer  d  importaat  new 
phannacetitical  techncdofies  to  die  patients  who  need  diem  most  One  stndy  reported  Uat  the 
availaMlity  of  sew  drati  to  Medicaid  palienti  was  oegstivdy  aswdatod  Tdtb  Oe  »^-*^ 
ot»kmmi»rjsytttm.  The  study  fiirtfaersugges»]  that  fewer  new  drags  representiitgttnpaitmt 
dienq)eatic  gains  were  availafak  without  restriction,  compared  widi  new  agents  with  nwdest 
therapeutic  advantage.' 

Jd  addition  to  the  negative  clhiicai  caoseqaences,  res&icted  access  to  advaaca  in  drag  dieciq>y 
also  iwtiicts  the  cost  saving  potential  ai  these  medicines.  Table  1  shows  tiie  savings  in  overall 
treatnient  costs  assndatpd  with  new  medicines.*  Some  are  expensive,  but  aD  an  cost  savers 
because  they  reduoe  the  need  for  iwse  eaqiensive  services. 
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Table  L 
Cost!  tad  Sa^bigi  for  latportMOt  Fbaraiaceutlcal  Tfaenpiea 


Medidne 

CiDtBolyn 

Ucsodiol 

Bet»-Blodcer 

H,  Afltafonist 

PUonf^liiie 

Nfmomoittb-CDS 

^loeiin  alfa 

CyODSpSKiat 


Asoott 

QaUstones 

Heatt  Mack  &  Glaamma 

Ulcer 

[Krtmiinrat  claiKtcarioD 

Kidney  lejectkn 

Anemia  in  IddDcy  diseftie 

Srhi7<3fihrania 

baaxat  wuppmsioa 

CoatpBoaaaed  inaajBity 
ftom  capcxr  chrmomecapy 

Coo^ramised  imawnity 
fiom  bone  mamw  tmuplant 


$CoA 

a09  /day 

6.00  /day 

IjOO  /day 

3JX)  /day 

1.00  /day 
14.00  /  day 
11.00  /  day 
15J»  /  day* 
ld.00  /  day 
IJCO  I  tPfanaenr 


SSaviD9 

1.64  faaiaa  /  year 
2\mca  I  year 
4baUaD  /yew 
25.000  /patieat 
220  /padett 
lOOjOOO  /ptileot 
6.500  /  patioK 
S8,000  ypttiac 
174g000  /paliea 
7.O0O  /patiax 


3,000  /  beaaneac         124)00  /  puieBt 


*  inctodes  blood  (esdng  and  caie  mauganau 

StfKTtJe.-  Levy  RA.  WeOcoou  Trends  w  Phamacy,  1993. 


F(H*inuIaries  and  Drug  Switching 

Diug  switcbiiig  may  oocor  wbea  fonmlaiy  revision  takes  place.  This  de  facto  thaiq>eutic 
subgatadon  caa  lesak  in  ndxjpdmal  Hbenpy,  dtenpeuck  failure,  ot  unexpected  tide  eSects.  In 
maay  cases,  doee  retilntliop  is  required.  The  cost  of  these  outcomes  can  eclipse  any  saviafs 
acbieved  by  laclwrting  a  less  expensive  therapeutic  abemacvc  oq  a  fttinalaiy. 

Two  examples  of  tbetapy  £ultire  after  dianges  io  dnij;  otatmeit  in  stabilized  padcots  inn^^rat^ 
how  even  an  inficquem  failure  can  redooe  cost  savings.  Sabstitud<n  of  moooainine  oxidase 
inhibitors  in  stabilized  patients,  witboot  a  drug-free  interval,  has  resulted  in  bypeneasivc  ciisis, 
oeiefaral  hem(»faage  leading  to  neurologk;  scqoelae,  and,  in  one  ca^e,  deatb.^-*  The  chai^  to 
a  sbort-ac^ing  benzodiazepine  nanqtolizer  in  patients  stabilized  en  a  knij-actijig  ageat  can 
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pRcipatate  a  sevot  wJibdrawal  sytidroine.*-'*  Even  if  sucli  ftatares  occnr  in&eqowrtty,  te  OO0I 
of  ipp^t**>«  aervices  coeld  tobstamaliy  offset  savings  is  tbe  drug  bo^et 

Addidooal  eocpenBcs,  socb  m  cliak;  viats,  labonuory  expeaaa,  aad  prcxripdoo  '•*^'f>*.  cany  be 
iDcuned  wfaea  naMized  pstkots  arc  svritdkcd  from  one  daig  to  aooiber.  For  taamfit,  wben 
peticals  treated  for  bypctuotioo  with  the  "ACE  mhibitof'  enalapril  weze  switcfaed  to  aocther  of 
diii  dasa  (lisiB^icilX  it  le^oiied  at  feast  oae  exca  oiSce  visit  to  eoaan  a  safe  ooDvcntoa.  As 
a  result  of  socfa  added  expenses,  conmrtftrahlr  time  may  be  icquired  after  switdung  patietati  to 
a  fbmwlaiy  dnig  belax  cost  savings  are  realized.  Seventeen  nx>aths  were  reqoired  befoc  aay 
cost  savings  coold  be  realized  following  die  switch  between  AC£  inhibit(s«."  Thus,  dedsiona 
00  titc  valoe  of  switching  to  cheaper  &erapeutic  alternatives  in  stabilized  patiaus  must  lake  hod 
cossideatioa  the  total  cost  of  die  process. 


Vulnerable  Medicaid  Populations:  Indigent,  Disabled,  Elderly 

Strang  evideace  exists  that  when  fonnulary  restrictioas  are  istFodoced  for  iadigew  Metficaid 
patieats,  otlw  ikogi  taA  aeivices  are  often  sobstituted.  and  diis  is  astodated  widt  an  incicase  ia 
total  Medicaid  cxpeadiaBes.  A  teoes  of  studies  cxaminiag  the  ejects  of  restiictioas  on  Medicaid 
progxams  reveled  a  rednctioD  in  piesct^oo  expenditures,  but  at  the  expe»3e  ot  iacxc^ses  in 
other  areas,  such  as  boqutal  admissioDS  or  reaihsissioBS,  physjcsan  visits,  emeigeucy  depanmnrt 
visits,  aadstrgeiy.* 

In  one  study,  savings  of  $S.6  mi^oa  were  realized  from  ledoced  spending  on  pnsaipdoo 
medidses,  b«  total  prognsn  expeik&ures  rose  by  $15.1  million  doe  e>  service  sstetiaaioB  by 
eUeiiy  and  totafly  disabled  patients  and  to  increases  in  die  6eqoency  and  dutadflo  of 
hoqniaUzatiaBS.  A  gignrfi/MMw  increase  ia  the  aimiber  of  diagnofics  of  ccotxal  nervous  system, 
heart,  and  cscnlatory  systesa  diseases  was  related  to  the  removal  of  ^ecific  drugs  ficora  the 
fonmlaiy.  For  exanq>le,  renooval  of  beazodiazepine  tranqmlizets  from  die  fornanlaiy  was 
correlated  with  an  increase  in  anxiety-related  cax^ovascolar  adnnssions.  This  study  ronchyWI 
that  die  resorictive  farmnlary  had  an  adverse  inpact  on  the  health  status  of  the  Medicaid 
populadon  and  diat  die  anticq)ated  savings  in  die  drug  budget  were  overwhelming  oSset  by  die 
trade-o£F  for  odier  services.^ 

Ia  an  elderly  population,  the  dixvpi  elimination  of  a  frequendy  used  antihypenenstve  agent 
(nadolol)  as  a  cost  cootaiBmem  measure  caused  large  increases  m  die  use  (tf  other  nw&atioQs 
and  increased  ovezall  costs. '^  Discontimiatioo  of  nadolol  dienipy  resobed  in  a  coosidenble 
decline  in  the  penxaage  of  padcats  aUe  to  achieve  bypertcasico  control  with  one  agent  alone  - 
•  frofu  28.6%  down  to  163%.  Tbe  study  found  that  money  expended  to  achieve  opdraal  blood 
pccasore  cootrol  in  diis  aged  pcqnilatlon  inczeased  sharply,  suggesting  that  switching  medieines 
in  patieats  abeady  on  a  well-esiablished  drug  regimen  was  not  advisable.  Ranohez  et  al°  sqggeat 
diat  because  forgetfulness  is  a  major  cause  of  bospitalizatian  of  die  elderly,  the  nomber  of 
antihypeneasive  medicaiions  used  by  persons  in  this  age  group  should  be  kept  to  a  lainimnm. 
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nhitpa  ia  a  Ang  iift^«ea  im  «  gwiatric  p<ynt«lin«  may  »l«r>  l^^iH  ta  twrytjunpf  pwMrBW  md, 

as  ifaeae  fiodings  isgsest,  irrrMitue  adctiooari  office  viats.*^ 


Vulnerable  Medkaid  Populations:  Ethnic  and  Racial  Minorities 

A  negative  inq>act  of  Medicaid  fonnuiaries  is  especially  likely  for  persons  of  ethnic  and  racial 
imnori^  grofjpA,  since  (he  apfsopnaieness  of  a  givea  phannaceudcal  agent  for  a  given  illaess  in 
socb  individiials  may  di£feT  £rom  diat  of  die  nsyority  popubttoo.  EnvinsEuneatal,  cutoaal,  ud 
genetic  &ctois  oadsrlic  varyiag  drag  rosponses  among  difEerent  etfanic  and  ncial  groups,  sutih. 
as  Afirican-Americtins,  Asians  or  I£^>anics.  These  nuncnty  gioiipi  fsnn^msf.  imprgtant 
sabp<qm]ations  of  Medicaid  hmftficiarifs  whose  special  needs  and  drag  lesponses  have 
traditionally  been  undovalned  or  ignored. 

Infomuuion  on  this  sobject  has  recently  been  leviewcd  in  a  nwnogrqth  by  the  National 
I%annaceutical  Cooncil''  mi  in  an  aiticle  in  (be  June  1993  issue  of  Fharmaceuical 
MetScine,'^  a  peer  reviewed  international  jooraaL  Tbc  following  sommary  has  been  cxceqxed 
fromtbese  souces. 

Availafaie  iafonnatiQn  suggests  that  etbnic  and  racial  miwsity  patients  may  be  sobject  to  gicater 
risks  if  they  aie  praacribed  or  switefaed  to  an  'eqnivdcnt"  drug  becanae  1)  the  agent  may  not  be 
as  e£Eective,  or  2)  sobstantial  dosage  a^ostmentB  may  be  necessary  to  avoid  overdosing  w 
nndeidosiiig. 

The  £i0arB  involved  hi  detandmng  leqMnse  to  a  medication  hi  fi£fcrent  ethnic  groiqts  aie 
oompiex.  Enviroamental  fiKton  (age,  taioiiiyttons.  Reader,  moldplc  (fiseaae  states,  fever,  diet, 
cfatoaic  alcohol  or  tobacco  osc,  pcesenoe  of  other  drugs,  pregnancy,  afcss,  meastnial  cycle)  may 
have  a  profoimde£Eect  on  drug  metabolism  and  disposition.  Cotaural  or  psydiosocial  Caicton  may 
affect  the  efficacy  of  or  oompliaacc  with  a  particular  drug  dierapy.  Genetic  Actors  are  the  ma)ar 
deCBnninants  of  lite  nonnal  variability  of  ch«g  effects. 

Recent  phamacogenetic  research  has  icvealed  significant  difEeraices  amoog  racial  aiKl  ethnic 
gnxqw  in  iIk  metabolism,  dmcal  effiectiveaess,  and  side  effects  of  many  drags  diat  are 
oonmonly  ased  and  are  tfaenpetuically  inqMitant.  Most  studies  have  ooooea&aied  on 
cardiovascular  agents  (e.g.,  betarbiockers,  dioretics,  calcium  channel  Uodsers,  ACE  inhibiiors) 
and  ceaBalneivoas  system  agents  (e.g.,  antidepressants).  Antihistamines,  alcohol,  and  aoalgesict 
(acetaminophen,  codeine)  also  have  varying  effects  on  differau  ethnic  and  racial  populations. 


"Gtnetic  Polymorphisms" 

These  voiiatioos  are  often  caused  by  so-called  'genetic  potymocpimms',  ijC.  mnhi[^  forms  of 
enzymes  governing  drag  metabolism.  Common  genetic  palymoiphisms  afiect  the  deannce  &om 
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liK  blood  of  nuny  dkicaliy  impoitaiit  drags,  used  in  laryc  mimben  <rf  fttieatL  Tbete 
polynttfpbuBS  «rt  tbc  ruk  ruber  titan  the  excqttioa,  aod  feaetk;  divetsity  in  ibete 
polymofpiusiBl  i*  a  ma^  tource  o£  ntcnodividiMl,  iocesatioic,  and  ncial  diOertaces  ta  drag 
lespoose. 

The  moct  important  polymocphisns  diacov«red  tfaiu  £ir  are  the  (V*rifnrjniti*^q>nt»Kinf 
mepheaytain,  aod  aoetylatkMi  polyinosphisms.  Each  of  tbeae  polymofphiantt  has  beeo  show*  to 
^ect  tibc  fnrtaholitm  of  noroerous  agents. 

Masy  dross  are  metabolized  by  d>e  defansoquine-spaxteine  polyrzKoplusm  padiway,  infAvHng 
antianttytfaznics,  antidqaessants,  bcta-blodcexa,  neurokptics,  and  opioids.  DiOerent  ethoic  anl 
cadal  groups  may  metabolize  dwse  drags  at  hi^  or  low  lates. 

Acetyiatioo  pelymocphism  was  first  nxficd  wbec  isoaiazid  thenpy  was  faurodaoed  for  the 
treaimcat  of  (ubox^olosis.  Patients  weie  classified  as  iast  or  slow  riiminMon  of  isoniaTid  oo  tlie 
basis  of  a  genetically  determined  defect  in  their  ability  to  metaboUze  the  (kog.  Acetyiatioo 
pciymorphism  is  especially  impoitant  in  Ac  stndy  of  ethnic  and  racial  drag  leapooaes  because 
the  proportions  of  rapid  acetyLatan  and  slow  acetylauvs  vary  diamaticaUy  in  different  ethnic 
uidJcg  gec^r^hic  populatiofu. 

Drags  afGected  by  mepbesyt{»n  polymwphisni  include  barl»tarates  and  beozodiazepiae 
ton^iilizers,  and  there  is  a  mazked  coooast  between  racial  grt»^  in  dieir  ability  to  metaboliw 
agents  of  tltese  classes.  Fot  exan^Ie,  only  3-5%  oi  Caucasians  are  poor  mctabolizezB,  bat  15- 
20%  of  Qiinese  aad  Japanese  are  poor  metabolizcn  of  mei^ienytodn  and  related  dregSw 


Ctttdad  iMpBcations 

Theae  gcn^ic  polymorphisms  may  inflnettce  a  drag's  action  by  altering  its  metabolian  or  acdoes. 
OiaicaDy ,  then  may  be  an  increase  or  decrease  ia  the  intensity  and  dmatioa  of  the  expected  drag 
effect  aod  substantial  dosage  adLjostmcnts  may  be  necess»y  f<x  incfividuals  frooi  ininaity 
popolatiaQS.  biportandy,  since  diffeieat  agents  of  the  same  drag  class  arc  oftea  cleared  by 
daftextax  metabolic  pathways,  drags  of  a  dass  may  cfifEer  in  their  soaoqpcibility  to  geaetk: 
difSoences  in  metabeUsm.  In  additioti,  the  padiophysiclogy  of  disease  may  dafbx  aauog  tadal 
gtot^  (e.g.,  hypa tension)  and  some  agents  will  be  more  ^cctive  than  othecs  in  a  gives  racial 
groqp.  aad  vice  vena. 

The  fc^owiog  are  spedEc  exau^es  of  etfamc  and  racial  differences  in  lespoase  to  some 
commonly  ased  agents.  Research  litecamre  documenting  these  ei&cts  can  be  fbond  in  the  review 
by  Levy." 
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(for  hyfetteaaifott  and  variov*  heait  confidoas) 

Betk-Wocfcen  (espectalljr  pniinnolol,  bot  also  a^aioL,  piMftH.  and  steaoW)  -  **>r4,w 
less  re^WDsive  than  whiles 

Lchttalol  (a  comhinrd  aipbi.-  and  beta-tdockcr)  -  equally  ef&clive  ia  hfaiHra  aul 
wUtes 

Fnpnaialal  ■  CUneae  twice  as  sensitive  as  wfaites  lo  effects  on  blood  pfeasine 
and  bean  nte 

Diuretics  (e.g.  hydtochlciodiiazide)  -  Uada  teqiood  beaa  to  mooodiecBpy  {^^axpy  mSx 
ooly  one  drag) 

ACE  iahiUton  (e.^^  captopfil)  •  mondfaerapy  mme  effective  in  w^iitBS.  No  diflaone 
vHien  a  dinetic  is  added  to  die  tfacn^eutic  regimen 

Ceotral  NetTons  Syitan  Ateots 

B^BiandiniepiM  tranqiiiBzen  (diazqMm,  alprazolBm)  -  CUneae  Rqdie  lotiw 
wbiies  and  ate  mace  seasiiive  to  sedative  effects 

Alitid>|irMMiO  OmipeMnine.  doiytaiuJae.  amiaiptyliDe,  donapEanane)  -  Cfainese  and 
(fispaaics  rapnie  lower  doses  dtao  wfaites;  side  effects  aie  fieater  ia  tfi^aaics 

Ne«rolep(tG>  (used  to  oeat  sdnzophrEaia) 

hait^eridol  -  Asians  eeqaize  lower  doses  than  whites 

ciotofime  -  impostant  advene  effect  rooce  common  in  Asfakeoazi  Jews 

(JMin  lelievets) 

Acetaadnophen,  wwleMie  -  Asian  Incfians  clear  these  a^eots  more  rqiidly  from 
blooduicaiu 

MoriAiiie  -  rWtiftr  more  tensitive  to  cardiovascular  and  lespintoiy  side  effects  dttn 
whiles;  but  wfaites  more  sensitive  to  gastiointestiiiial  side  effects 


Akohoi 


Asians  faoie  sensitive  to  advene  side  effeca  <A  alcohol  dtan  whites;  Native  Americas* 
have  fuier  metabdism  and  less  toletanoe 
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Pcrifcy  Recomoieiidatkms 

Fonmibay  tnodifieadoas  often  molt  in  a  twltaoniBg  of  costs  in  other  service  aecton  tad  in 
ahead  pwenu  fd  jxtaosStaog.  diagDosis.  and  dnig  ccosanqxion.  Additioaal  (bta  and  leseaccfa 
on  the  tnie  syiteai  costs  <tf  fonnolaiies  are  nqrared.  Moreavcr,  as  ioqnoved  qaaltey  of  care  and 
inalnKitt  oatconnes  assume  inqtataace  in  health  care  manascattm,  Medicaid  poUcy  Dvlan  need 
to  focos  on  these  moie  global  objectives  and  not  aOow  decisioas  and  poiicks  to  be  driven 
piedOBiinantly  by  the  most  obvioBS  ecooomic  in^wcts. 

Emeiging  information  on  ettiaic  and  racial  diiSerences  in  rei^xHue  to  medicines  reqidres  dut 
hftht>ryi»  policy  maken  ffvt  tall  conridmttion  to  the  need  to  individualize  (hag  tberq>y  tat 
odncri^  popnbtion  gioapft.  The  faflowag  ncoaiinendatiflnK  can  improve  the  ^lalhy  of  care  fat 
miiionty  popaktioas  and  may  also  help  to  control  heahfacare  costs. 

1.  Ponauiades  and  odier  prcgtams  Aat  restzict  access  to  i^UDfmaceniicals  have  never  been 
shown  to  save  money  and  Biay  have  serious  adverse  consequences,  bodi  dierapeotic  and 
economic,  especially  in  minority  populations. 


The  practice  of  dter^seutic  sabstimtion.  le.  die  inteichange  of  agestts  at  die 
pkannacologic  or  tKiaptniki  class.  sboaU  not  be  used  to  imi^eaieot  l!GtRuilarie&  Edmic 
and  racial  miaoii^  patieias  are  subject  to  mks  if  diey  are  prescribed  a  so-callod 
"eqntvalest'  drag.  In  soaie  cases,  substantial  downward  dosage  adjostaoeots  may  be 
necessary,  since  individvals  in  these  groups  may  not  be  able  to  tolerate  sraodard  dosage 
levels.  Aketnaiively,  standard  doses  of  some  ageats  of  a  class  may  not  be  effective  in 
cenain  edmic  and  racial  groups. 
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Mr.  Towns.  Dr.  Sclar. 

STATEMENT  OF  DAVID  ALEXANDER  SCL-^R,  B.PHARM.,  Ph  J)., 
WASHINGTON  STATE  UNIVERSITY  COLLEGE  OF  PHARMACY 

Dr.  Sclar.  Thank  you,  Mr,  Chairman. 

Mv  name  is  David  Sclar,  and  I  am  an  associate  professor  of 
Health  Care  Administration  and  a  scholar  in  pharmaceutical  eco- 
nomics at  the  Washington  State  University  College  of  Pharmacy. 

Before  you  today  is  my  testimony  which  you  have  seen  pre- 
viously. It  includes  19  pieces  of  literature  and  citations  from  the  lit- 
erature which  are  empirical  studies.  I  will  refer  to  them  in  brief 
terms  today.  Eight  of  them  are  mine,  either  as  coauthor  or  author. 

They  show  specifically  the  effect  of  formularies  on  the  outcomes 
within  State  Medicaid  programs.  And,  frankly — I  will  discuss  it  in 
detail — ^but  they  are  not  positive  from  the  standpoint  of  the  pro- 
gram being  efficient,  from  an  economic  sense;  and/or  providing 
quality  of  care. 

The  empirical  evidence  suggests  that  State  Medicaid  programs 
employing  restrictive  formularies  have  significantly  reduced  bene- 
ficiaries' access  to  innovative  compounds  and  delivery  systems  as 
classified  by  the  Food  and  Drug  Administration. 

Now,  one  of  vour  colleagues  today  discussed  the  Food  and  Drug 
Administration  s  rating  system.  No  matter  what  you  do  as  an  inno- 
vator, once  there  is  a  compound  within  a  therapeutic  category  that 
has  been  approved  by  the  FDA,  you  can  no  longer  gamer  the  A  rat- 
ing. You  will  get  a  B  or  a  C  rating. 

Now,  there  are  new  rules  and  regs  that  are  coming  forth  to 
change  that,  but  the  fact  of  the  matter  is  regardless  of  the  merits 
and  the  side  effect  profile  of  the  compound,  regardless  of  its  impact 
in  terms  of  the  specific  disease  State  in  question  you  can  never  gar- 
ner an  A  rating  when  there  has  already  been  a  compound  in  a  cat- 
egory. 

Let  me  give  you  some  specific  examples  of  this  effect.  Certain 
medications  are  now  available  as  once-daily  medications,  instead  of 
twice  or  three  times,  say,  for  hypertension.  Some  are  delivered  by 
transdermal  delivery  systems. 

These  compounds,  because  they  are  premium  priced,  because  of 
the  patent  protection,  are  not  covered  on  many,  State  formularies. 
Consequently  patients  do  not  have  access  to  the  tailoring  of  ther- 
apy that  would  help  them  be  compliant  on  a  long-term  basis;  they 
go  off  of  therapy,  and  they  increase  costs  in  physician,  laboratory, 
and  hospital  expenditures. 

Ag£iin,  I  encourage  you  to  look  at  the  list  of  references  and  the 
literature  that  I  have  given  you,  and  my  testimony  specifically. 
These  studies  were  done  in  Florida.  They  were  done  in  South  Caro- 
lina. They  have  been  done  in  California's  Medicaid  program. 

California's  Medicaid  program  in  1991  provided  pharmaceutical 
benefits  for  over  3  million  beneficiaries.  It  is  the  most  restrictive 
formulary  in  the  country,  having  only  453  medications  on  the  for- 
mulary, itself. 

Let  me  give  you  a  specific  example.  In  the  State  of  California, 
they  decided  to  restrict  the  number  of  H-2  antagonists,  if  you  will, 
antiulcer  medications.  What  we  found  in  our  analysis  of  tne  State 
Medicaid  program  was  that  by  doing  so  they  exposed  a  vast  num- 
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ber  of  their  patients,  taking  those  H-2  antagonists — about  20  per- 
cent— to  having  no  alternative  therapy  that  would  not  not  interact 
with  a  compound  they  were  concomittantly  prescribed. 

So  by  virtue  of  minimizing  the  number  of  compounds  that  were 
H-2  antagonists,  you  actually  put  people  at  risk  for  medication 
interactions;  and  they  wound  up  utilizing  significant  numbers  of 
days  in  the  hospital. 

In  the  State  of  South  Carolina  and  Florida  with  hypertensive  me- 
diations, they,  too,  wind  up  using  vast  amounts  of  resources,  con- 
sequent to  being  noncompliant  with  therapy.  Because  they  are  try- 
ing to  manage  two,  three,  four  medications  per  day,  some  of  which 
require  twice,  and  three  times,  four  times  daily  administration. 

Whether  under  Medicaid  or  private  insurance,  the  number  of 
cases  of  sexually  transmitted  diseases  in  this  country  is  on  the 
rise— chlomydia  being  probably  the  most  prominent  problem.  We 
now  have  medication  that  is  able  to  be  taken  one  gram,  one  time, 
perhaps  even  at  the  time  the  diagnosis  is  made,  rather  than  giving 
the  patient  a  10-day  supply  of  therapy  which  is  cheaper,  older,  ef- 
fective when  used,  but  unfortunately  patients  do  not  comply  with 
therapy. 

They  consequently  come  back  with  increased  use  of  physician, 
laboratory  and  hospital  services.  The  downstream  effects  on  wom- 
en's health,  including  pelvic  inflammatory  disease  is  well  docu- 
mented in  tne  literature. 

The  bottom  line  is  this:  Congressman  Barrett,  this  morning,  said, 
look  nobody  wants  to  fess  up  that  they  are  the  culprit  in  this  par- 
ticular proolem,  which  is  the  rising  costs  in  health  care. 

There  is  no  doubt  in  my  mind  that  given  the  reform  initiatives 
coming  forth  from  this  body.  Senate,  the  White  House,  and  from 
other  quarters  there  is  going  to  be  a  containment  of  costs.  What  we 
need  to  do  though  is  not  micromanage  each  component  of  the 
health  care  delivery  system. 

Pharmaceuticals  impact  upon  physicians,  laboratories,  and  hos- 
pital expenditures.  Take  note  of  what  they  are  doing  in  Australia; 
take  note  at  the  end  of  this  month  what  they  are  doing  in  Canada, 
regarding  mandating  pharmaceutical  economics  and  quality  of  life 
outcome  measurements  to  be  determined  at  the  time  drugs  come 
on  the  market  place. 

Our  own  FDA  may  well  incorporate  those  requirements  in  a  new 
NDA  submission  to  that  body.  And,  as  a  consequence  of  doing  so, 
I  think  we  will  find  out  when  pharmaceuticals  reduce  total  costs 
of  care,  whether  it  be  in  physician,  laboratory,  or  hospital  services. 

I  thank  you  for  your  time. 

Mr.  Towns.  Thank  you,  very  much,  Mr.  Sclar. 

[The  prepared  statement  of  Mr.  Sclar  follows:] 
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Mr.  Chairman,  members  of  the  Committee,  I  thank  you  for  extending  an 
invitation  to  appear  before  you  today  to  discuss  the  effects  of  Medicaid 
prescription  formularies  on  patient  outcomes  and  health  care  expenditures. 
Formulary  lists  in  the  United  States  date  back  to  the  1816  publication  of  the 
Pharmacopeia  of  the  New  York  Hospital.^  The  basic  objectives  of  an  effective 
formulary  include:  (1)  specification  of  medications  of  choice  and  alternatives, 
based  on  safety  and  efficacy;  (2)  minimization  of  therapeutic  redundancy;  and  (3) 
the  maximization  of  cost-effectiveness  from  both  a  programmatic  and  societal 
perspective.^  Under  Medicaid,  there  exists  a  geographical  discrepancy  as  to  the 
extent  to  which  states  achieve  the  above  stated  objectives. 

Empirical  evidence  suggests  that  state  Medicaid  programs  employing 
restrictive  pharmaceutical  formularies  hav^  significantly  reduced  beneficiaries 
access  to  innovative  compounds  and  deliver^  systems  as  classified  by  the  Food 
&  Drug  Administration  (FDA).'  An  expanding  literature  suggests  that  Medicaid 
formularies,  prior-authorization  (PA)  regulations,  and  limitations  on  the  number 
of  prescriptions  per  beneficiary  have  been  imposed  solely  to  facilitate  a  reduction 
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in  commitments  for  phannaceutical  expenditures  without  estimating,  and  or 
quantifying,  the  effect  on  health  service  substitution  and  quality  of  care.'"  The 
following  citations  from  the  medical  literature  illustrate  these  fmdings. 

An  evaluation  of  phannaceutical  and  aggregate  health  care  expenditures 
under  the  state  of  South  Carolina's  Medicaid  program  compared  time  periods 
prior  to,  and  after  removal  of  a  restrictive  formulary  policy.^  The  analysis 
revealed  an  increase  in  financial  commitments  for  pharmaceuticals,  and  a  decrease 
in  the  utilization  of  hospital  services  after  removal  of  formulary  restrictions  in 
1984.  At  the  programmatic  level,  these  results  document  the  effect  of 
phannaceutical  benefits  on  health  service  substitution. 

At  the  diagnostic  level,  hypertension  is  a  silent  disease  state,  the  full 
seriousness  of  which  becomes  evident  only  when  the  sequelae  of  long-standing 
high  blood  pressure  are  manifest  as  congestive  heart  failure  (CHF),  angina, 
myocardial  infarction  (MI),  cerebral  vascular  accident  (CVA),  and  or  end-stage 
renal  disease.'  A  major  barrier  to  the  management  of  hypertension  is  the  extent 
to  which  patients  comply  with  the  treatment  regimen.'  An  estimated  30  to  50 
percent  of  hypertensive  patients  withdraw  from  their  prescribed  regimen  within 
one  year  of  diagnosis,  and  of  the  remainder,  nearly  33  percent  administer 
insufficient  medication  to  facilitate  an  adequate  reduction  in  blood  pressure.'" 

Retrospective  evaluations  of  patient-level  Medicaid  paid-claims  data  from 
the  states  of  South  Carolina  and  Florida  revealed  that  beneficiaries  prescribed 
either  a  transdermal  delivery  system  or  a  once-daily  regimen  for  antihypertensive 
therapy  exhibited  a  significant  increase  in  the  utilization  of  prescribed  medication, 
and  a  significant  reduction  in  expenditures  for  physician,  hospital,  and  laboratory 
services,  relative  to  patients  prescribed  the  same,  or  alternative  antihypertensive 
compounds  requiring  twice-daily  or  three-times-daily  administration.""'^  To  date, 
Medicaid  programs  employing  restrictive  formulary  policies  constrain 
beneficiaries  access  to  pharmaceutical  innovation.  At  the  managerial  and  policy 
levels,  these  findings  argue  for:  (1)  an  increased  use  of  therapeutic  alternatives 
which  facilitate  a  reduction  in  patient's  daily  administration  schedule  for 
antihypertensive  therapy;  and  (2)  an  examination  of  pharmaceuticals  in  light  of 
their  effects  on  patient's  well-being  and  health  service  substitution,  rather  than  on 
the  procurement  cost  for  a  given  medication.  Empirical  evidence  to  date  indicates 
that  the  operational  objective  of  state  Medicaid  programs,  the  Department  of 
Veterans  Affairs  (VA),  and  the  majority  of  health  maintenance  organizations 
(HMOs)  is  to  minimize  pharmaceutical  expenditures,  and  to  view  pharmaceuticals 
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as  an  independent  line  item  in  a  profit  and  loss  statement,  rather  than  as  an 
essential  and  interactive  component  in  a  global  health  care  budget.'^ 

Several  state  Medicaid  programs  limit  the  number  of  prescriptions 
beneficiaries  may  receive  each  month.'*  An  analysis  of  patient- level  Medicaid 
paid-claims  data  from  New  Hampshire,  which  imposed  a  three  prescription  limit 
per  month,  and  New  Jersey,  which  did  not,  revealed  that  for  beneficiaries  age  60 
years  or  older,  there  existed  a  significant  increase  in  the  rate  of  use  of 
intermediate  care  and  skilled  nursing  facilities  (ICF  and  SNF)  among  New 
Hampshire  beneficiaries.  Thus,  limiting  reimbursement  levels  for  effective 
medications  places  the  elderly  at  an  increased  risk  of  institutionalization  and 
increased  programmatic  expenditures. 

California's  Medicaid  program  (Medi-Cal)  provided  pharmaceutical 
benefits  to  over  three  million  beneficiaries  in  1991.  Programmatic  savings  in  the 
pharmaceutical  budget  were  anticipated  by  limiting  the  number  of  H^-antagonists 
(anti-ulcer  medications)  covered.  An  evaluation  of  patient-level  paid-claims  data 
revealed  that  for  patients  prescribed  the  Hj-antagonist  considered  for  retention 
under  Medi-Cal,  nearly  20  percent  of  patients  had  been  prescribed  concomitant 
therapy  known  to  interact  with  the  selected  agent.'*  These  interactions  had 
resulted  in  a  significant  use  of,  and  expenditures  for,  hospital  services.  Thus, 
under  Medi-Cal  there  existed  an  immediate  need  for  physician  education 
regarding  medication  interactions,  and  the  retention  of  alternative  Hj-antagonists. 

Under  the  Omnibus  Budget  Reconciliation  Act  (OBRA)  of  1990,  state 
Medicaid  programs  were  to  have  removed  restrictive  pharmaceutical  formularies 
and  imposed  prior-authorization  (PA)  regulations  at  a  minimum,  based  on  the 
introduction  of  clinical  prescribing  guidelines.  The  Clinton  administration's  deficit 
reduction  strategy  endorses  the  repeal  of  the  prohibition  on  restrictive  Medicaid 
formularies,  arguing  via  the  Office  of  Management  and  Budget  (0MB)  projections 
that  the  reinstatement  of  restrictive  formularies  will  yield  potential  savings  of  $70 
million  over  4  years.'*  These  estimates  all  but  ignore  the  increased  programmatic 
expenditures  due  to  health  service  substitution. 

Pharmaceuticals  remain  the  most  cost-effective  therapeutic  modality  known 
to  modem  medical  science. '^  Health  care  reform  in  the  United  States  portends 
significant  change  in  the  manner  in  which  pharmaceuticals  and  all  health  care 
services  are  priced  and  evaluated.  Traditionally,  international  regulatory 
requirements  have  focused  on  the  efficacy,  safety,  and  quality  of  pharmaceutical 
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compounds.  However,  factors  governing  the  entry  of  pharmaceutical  compounds 
into  clinical  practice  are  rapidly  changing,  with  an  increasing  emphasis  on 
economic  analyses.  The  first  national  government  to  signal  such  an  intention  is 
the  Commonwealth  Government  of  Australia,  which  beginning  in  January,  1993, 
will  require  economic  evaluations  in  support  of  applications  for  inclusion  of  new 
pharmaceutical  compounds  under  the  Pharmaceutical  Benefits  Scheme.'*  The 
requirement  is  supported  by  legislation  which  mandates  Australia's 
Pharmaceutical  Benefits  Advisory  Committee  to  consider  both  programmatic 
utility  and  clinical  merit  when  formulating  recommendations  to  the  national 
government.  In  a  similar  move,  the  provincial  Drug  Quality  and  Therapeutics 
Committee  (DQTC)  of  Ontario,  Canada  is  currently  reviewing  draft  guidelines 
for  the  economic  evaluation  of  pharmaceuticals  covered  under  the  provincial 
health  benefits  scheme  (Dr.  Sclar  is  one  of  two  American  academics  selected  to 
serve  as  a  delegate  to  the  Canadian  Coordinating  Workshop  on  Pharmaceutical 
Economics).  These  events  portend  significant  changes  in  the  allocation  of 
financial  resources  and  human  capital  within  the  pharmaceutical  industry  and 
governmental  agencies.  The  quality  of  the  analyses,  and  the  nature  of  the 
relationship  between  the  researcher  and  the  pharmaceutical  industry  will  be  of 
paramount  importance  as  these  investigations  serve  to  shape  health  care  policy, 
and  thus,  the  allocation  of  scarce  resources. " 

Mr.  Chairman,  at  this  time  I  would  be  pleased  to  entertain  questions  from 
the  membership  of  the  committee. 
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Mr.  Towns.  Dr.  Blum. 

STATEMENT  OF  RICHARD  S.  BLUM,  M.D.,  F.C.P.,  FJ^C.P.,  INTER- 
NAL  MEDICINE  AND  CLINICAL  PHARMACOLOGY,  EAST 
HILLS,  NY 

Dr.  Blum.  Thank  you,  sir. 

You  do  not  have  a  prepared  statement  from  me  and  I  thank  you 
for  being  CTacious  enough  to  let  me  address  you  this  morning.  I  am 
a  fellow  of  the  American  College  of  Physicians,  and  a  fellow  of  the 
American  College  of  Clinical  Pharmacology. 

I  am  vice  chairman  of  the  drug  abuse  committee  of  the  Medical 
Society  of  the  State  of  New  York  and  I  chair  the  drug  utilization 
review  committee  for  the  Department  of  Social  Services,  the  board 
for  New  York  State. 

On  top  of  that,  I  am  chairman  of  a  pharmacy  and  therapeutics 
committee  at  St.  Francis  Hospital  and  that  is  the  only  cardiac-dedi- 
cated hospital  in  New  York  State.  And  I  am  speaking  to  you  now, 
not  as  a  member  of  any  of  these  organizations,  but  as  an  internist 
who  has  been  in  practice  in  New  York  since  1963. 

And  I  have  taken  care  of  many  Medicaid  patients.  First  of  all, 
the  question  of  equivalence  of  drugs.  The  Food  and  Drug  Adminis- 
tration publishes  through  the  U.S.  Pharmacopia  on  a  monthly  basis 
a  list  of  B-rated  drugs.  Now,  there  are  two  classifications  of 
drugs — A  and  B. 

All  A  drug,  whether  it  be  generic  or  brandname,  is  substitutable, 
one  for  the  other.  The  B-rated  products  are  not  substitutable. 
Someone  was  mentioning  before  about  Lupus  and  one  drug  was 
helping,  and  one  was  not.  Unfortunately,  prednesone,  a  prime  drug 
in  the  treatment  of  those  conditions  and  allergic  conditions  has  B- 
rated  components  in  that  group. 

So  the  change  in  the  clinical  effect  could  very  well  be  the  change 
from  the  A  to  the  B  or  suitable  of  interchangeable  drugs.  As  chair- 
man of  my  pharmacy  and  therapeutic  committee,  we  have  always 
held  that  we  will  only  carry  A-rated  generics  or  the  brandname 
drug  if  there  is  B  in  that  class. 

We  have  been  able  to  tell  the  physicians  in  the  hospital  that  be- 
cause there  are  B-rated  components  we  are  only  carrying  the 
brandname  drug.  We  have  been  very  fortunate  in  having  no  un- 
usual outcomes  on  the  outside  and  maybe  that  is  one  of  the  reasons 
that  when  the  Joint  Commissioner  of  Accredidation  of  Hospitals 
came  through  our  institution  we  got  a  3-year  accredidation  with 
commendation.  And  from  my  knowledge,  that  is  probably  less  than 
3  percent  of  the  hospitals  in  the  United  States  that  get  that. 

This  is  not  a  Medicaid  problem.  And  I  think  that  this  is  some- 
thing that  all  the  health  care  industry  regulators  must  understand. 
Medicaid  covers  prescription  items  but  not  only  for  the  poor.  They 
also  cover  for  the  elderly  who  are  ill. 

Now,  if  the  elderly  wno  are  ill  take  a  medication,  and  that  indi- 
vidual requires  additional  physician  services,  emergency  room  or 
hospital  services,  and  they  go  to  a  hospital  Medicare  picks  up  the 
bill  to  that.  So  again  this  cost  shifting.  Think  of  that,  because  many 
people,  who  are  elderly,  and  over  the  age  of  65  will  be  going  into 
the  health  care  system  under  Medicare  so  that  it  will  not  show  up 
in  a  single  budget. 
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Now,  as  far  as  you  have  mentioned  about  prior  authorizations. 
I  am  going  to  be  a  little  sort  of  territorial  because  I  know  New  York 
best.  And  in  your  district,  sir,  I  would  like  for  you  to  enter  any  one 
of  the  hospitals,  whether  it  be  Wood  Hole,  or  Greenpoint,  or  Coney 
Island,  or  King's  County  and  go  into  the  clinic  and  see  if  that  phy- 
sician rendering  care  to  those  patients  has  the  ability  to  get  an  out- 
side line. 

Do  they  have  a  touchtone  phone,  which  is  going  to  be  required 
by  a  lot  of  these  interactive  systems.  I  think  you  will  find  the  an- 
swer to  that  will  be  negative.  So  in  that  instance,  these  people  will 
be  totally  disenfranchised  because  if  the  physician  wanted  it,  he 
would  not  be  able  to  do  it. 

As  far  as  health  care  cutting,  I  read  a  very  interesting  statistic 
in  a  newspaper,  Newsday  from  New  York,  by  the  Brookings  Insti- 
tute. And  this  year,  alone,  $53.4  billion  will  be  spent  on  health  care 
administration.  We  are  talking  here  a  couple  of  million  over  a  pe- 
riod of  time.  We  are  talking  billions  of  dollars  a  year  on  health  care 
administration. 

Maybe  reduction  in  some  of  the  PRO  budgets,  maybe  a  reduction 
in  some  of  the  DUR  budgets.  To  do  the  job  without  layers  and  lay- 
ers of  administrators  may  help  getting  better  care  to  the  patients 
and  giving  absolutely  no  burden  to  the  system  whatsoever. 

As  far  as  the  comments  on  drugs  that  were  labeled  indications, 
I  have  done  investigational  drug  research  since  1969.  The  caveat 
is,  healthy  males  between  the  ages  of  18  and  50.  We  have  never 
tested  drugs  on  pregnant  women.  If  you  are  a  parent  and  you  came 
up  to  someone  and  said,  can  we  use  this  drug  on  your  child  to  see 
if  it  works?  I  mean  you  are  going  to  say,  no,  obviously.  These  are 
all  inferred  from  other  studies. 

I  would  appreciate,  you  know,  looking  at  the  OBRA  legislation 
and  saying  the  three  compendia,  plus  peer  review  literature. 

I  thank  you  for  your  time,  sir. 

Mr.  Towns.  Let  me  thank  all  three  of  you  for  your  testimony.  I 
think  you  have  highlighted  the  fact  that  really  what  is  going  on 
here  more  than  anything  else  is  that  we  are  trying  to  find  ways 
to  cut  costs.  I  think  that  nas  been  highlighted.  Medicaid  drug  costs 
are  only  7  percent  of  the  problem. 

Many  of  you  mentioned  it  in  terms  of  the  administrative  costs. 
I  think  these  are  things  that  we  have  to  renew  in  order  to  see 
where  can  we  bring  these  costs  under  control. 

But  I  am  very  concerned  over  the  fact  that  if  we  try  to  use  medi- 
cation, to  bring  down  our  health  care  costs  and  we  threw  all  of  that 
away,  we  only  cut  7  percent.  Even  with  no  medication  whatsoever, 
you  are  only  talking  about  7  percent  of  the  cost. 

So  I  think  when  we  look  at  the  $862  billion  and  we  know  that 
it  is  only  7  percent  of  the  budget.  I  think  we  might  be  getting  car- 
ried away  here.  I  am  not  sure  that  we  are  going  in  the  right  direc- 
tion. You  talk  about  the  fact  that  you  are  in  a  clinic  and  you  cannot 
get  an  outside  line,  then  how  does  the  doctor  get  the  preclearance 
and  prior  approval? 

These  are  the  kinds  of  things  I  think  that  have  to  be  answered. 
And  then,  if  we  put  additional  phones  in,  how  much  does  that  cost? 
I  don't  know.  These  are  things  that  need  to  be  examined  and  need 
to  be  examined  carefully. 
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I  do  not  have  any  questions  per  se,  but  just  to  say  to  you  that 
I  really  appreciate  the  kind  of  information  that  you  have  shared 
with  us.  I  am  hoping  that  we  can  take  a  second  look  at  what  we 
are  doing  here  with  Medicaid  drug  formularies.  Because  if  our  goal 
IS  to  make  people  healthy,  if  our  goal  is  to  save  lives,  then  I  think 
we  might  need  to  revisit  this. 

So,  thank  you,  very,  very  much  for  your  very  thoughtful  testi- 
mony and  the  Subcommittee  on  Human  Resources  Intergovern- 
mental Relations  is  now  concluded. 

Thank  you,  very  much. 

[Whereupon,  at  1:15  p.m.,  the  subcommittee  adjourned,  to  recon- 
vene subject  to  the  call  of  the  Chair.] 
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